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Background  
Social participation is regarded as an important basic right1, a vital element of 
health and well-being2, and a crucial part of successful and healthy aging3-5. 
However, social participation often reduces with increasing age6, especially when 
people are faced with functional decline or chronic conditions such as dementia,7,8 
Evidently, social participation is regarded a central theme for good quality of 
psychosocial dementia care.9 However, little is known on how people with 
cognitive problems (clients) and their caregivers perceive their participation in 
social life and what factors are of influence.10 In addition, few evidence-based 
interventions on improving participation in meaningful social activities are 
available.11,12  
 The main aim of this thesis is to describe the development and evaluation of a 
complex intervention tailored on increasing social participation of clients and their 
caregivers. As part of the intervention development, we explored the perceptions 
of clients and their caregivers on their social participation.  
 This chapter describes the stages of cognitive decline and associated functional 
impairment, gives insight in the magnitude of dementia, and offers information on 
the importance of social participation for elderly people. Consecutively, this 
chapter sheds light on the elements which threaten social participation and on the 
challenges researchers are faced with in the development of an intervention aimed 
at improving social participation. The development of the intervention followed the 
recommendations of the Medical Research Council.13,14 This chapter concludes 
with an outline of this thesis. 
 
Cognitive and functional impairment in stages 
Several phases can be distinguished in dementia, affecting cognitive and 
functional impairment of people differently in every stage of the disease (Table 1). 
As a result of their cognitive problems, people often experience activity limitations 
and participation restrictions which affect everyday living.15-17 Also, social 
functioning can be affected, even at the mild stage of the disease.18,19 In the mild 
stage, negative social behaviours like impaired intellectual capacity and 
communication deficits are often not recognized as a result of cognitive 
impairment, affecting relations with others negatively.20 Negative social behaviours 
affect social participation, which generally decreases when cognitive problems 
progress.21,22 
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Table 1. Progression of cognitive impairment and functional impairment 
 
Mimi-Mental 
State 
Examination 
(MMSE) score 
Cognitive 
impairment 
Functional impairment 
Activities of daily 
living 
Communication Memory 
30-26 Could be normal Could be normal Could be normal Could be normal 
25-20 Mild Driving, finances, 
shopping 
Finding words, 
repeating, going off 
topic 
Three-item recall, 
orientation to time then 
place 
19-10 Moderate Dressing, 
grooming, toileting 
Sentence 
fragments, vague 
terms (i.e., this, that) 
Spelling WORLD 
backward, language, and 
three-step command 
9-0 Severe Eating, walking Speech 
disturbances, such as 
stuttering and slurring 
Obvious deficits in all 
areas 
Adapted from Vertesi et al. 200123 
 
In 2006, an estimated number of 7.3 million Europeans suffering from different 
types of dementia was reported, with an average prevalence of 1.6%. The actual 
number of cases is likely to be much higher as a result of under-diagnosis.24 
Current estimates in the Netherlands indicate that over 270,000 people are 
affected with dementia and this number is likely to increase explosively to over half 
a million in 2040.25 This is a result of an increase in the number of older adults 
combined with an increasing age expanding the category of older adults.26 As 
dementia and its health-related consequences have an enormous impact on the 
people affected, their families, caregivers, and society as a whole, dementia is a 
top priority of the European Union.27 
 
Social participation despite limitations 
Social activities and interactions are essential elements of social participation.28 In 
this thesis, social participation is defined as: “the person’s involvement in activities 
that provide interaction with others in society or the community” (28 p. 2146). Social 
participation results from the interaction between personal and environmental 
factors29, in which the environment refers to the physical and social environment in 
which people live. Impaired cognitive functioning influences social participation 
negatively. The process of successful adaptation to these limitations is the main 
mechanism which leads to well-being30 (Figure 1). This ‘disability paradox’ means 
people can report satisfaction with their state of well-being and quality of life, 
despite reduced social contacts and despite limitations.31,32 Older people regard 
their social relationships as the most important determinant for well-being, and 
they even value well-being and social functioning to a higher extent than physical 
and psycho-cognitive functioning.30 Older people generally want to be socially 
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active and to participate in the community and society in a valuable way, despite 
limitations.33 Also, being a family caregiver for someone with cognitive problems 
causes burden and stress, which may result in social isolation.34 
 
Figure 1. Qualitative model of successful aging of von Faber et al. 200130 
 
 
 
Paradigm shift threatens social participation 
In the Netherlands, a paradigm shift from a government supported society towards 
a greater emphasis on citizen participation has occurred recently.35 This is also 
incorporated in the shifting emphasis of the definition of health from ‘a state of 
complete physical, mental and social well-being and not merely the absence of 
disease or infirmity’36 (p.1) towards ‘the ability to adapt and self manage in the face 
of social, physical, and emotional challenges’ 2(p. 1). The Dutch long-term care 
sector has been reformed and frail elderly are stimulated to live at home with help 
from both informal and professional caregivers as long as possible, and as a 
result, older people are less frequently submitted to special homes for the elderly 
(37). As older people are at risk of becoming progressively inactive and socially 
isolated, living at home longer is a potential threat for social participation.38 For 
example, people with cognitive problems experience increasing difficulties with 
participating in community activities.15. Elongated living in the home environment 
also results in an increasing burden for informal carers.38,39 The Dutch government 
therefore prioritises the care of older people living at home, including the 
prevention of loneliness and the support of their caregivers. Also, the Dutch 
Alzheimer Association regards social participation promotion as one of its key 
priorities, in order to prevent loneliness of clients and to reduce caregiver 
burden.38,41 For instance, caregivers can be relieved when the people they care for 
participate in activities outside their home.42 As social participation is challenging 
at older age, older people and their caregivers need to be supported. This requires 
  General introduction 
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evidence-based interventions to promote social participation, few of which are 
currently available.11,12 
 
Challenges for the development of an intervention to promote social 
participation  
Social participation is a potentially modifiable factor, and numerous studies 
suggest the need for interventions to encourage not only physical and daily 
activities, but also social activities.20,43-46 In this thesis, we develop and evaluate an 
intervention to promote social participation: the Social Fitness Programme. The 
development and evaluation of the Social Fitness Programme followed the 
recommendations of the Medical Research Council (MRC-framework).13,14. The 
MRC-framework proposes a systematic and phased approach (Figure 2). During 
the development and evaluation of our new intervention, a cyclical process was 
applied. Healthcare and welfare professionals and caregivers of people with 
cognitive problems were involved in this process, to ensure the intervention fits the 
targeted groups (clients, caregivers and professionals).  
 
Figure 3 Key elements of the development and evaluation process13 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
This intervention integrates physical activities, daily activities and social activities. 
In order to achieve integration, different effective and promising healthcare and 
welfare interventions are combined: occupational therapy (COTiD-intervention) 
47,48, physiotherapy (Coach2Move strategy)49-51, and guidance by welfare 
professionals. COTiD showed to be effective and cost-effective52 in improving 
quality of life53, functional performance and participation in everyday activities for 
Implementation 
1 Dissemination 
2 Surveillance and monitoring 
3 Long term follow-up 
Feasibility/piloting 
1 Testing procedures 
2 Estimating recruitment/retention 
3 Determining sample size 
Development 
1 Identifying the evidence base 
2 Identifying/developing theory 
3 Modeling process and outcomes 
Evaluation 
1 Assessing effectiveness 
2 Understanding change process 
3 Assessing cost-effectiveness 
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people with dementia, while reducing caregiving burden.47,48,52-55 Coach2Move is 
cost-effective in increasing physical activity and quality of life, reducing frailty in 
elderly with mobility problems.49-51 
 Our starting point is to incorporate effective elements of psychosocial 
interventions in dementia as the preconditions in the Social Fitness Programme. 
The multi-component56,57 intervention therefore is aimed at empowering and 
enabling clients and caregivers to participate socially through a patient-centered56 
approach. This community-based58 intervention consists of a tailor-made 
intervention plan59 which includes feasible goals60-61 that represent the social 
activities which are relevant and important to the individual person. To achieve 
this, shared-decision making principles are incorporated during goal setting and 
intervention delivery.62-64 Intervention delivery takes place in the own 
environment56 to enable the removal of barriers and to facilitate the execution of 
activities in the social and physical environment (the context)57. The professionals 
use a personalised approach to empower participants to optimise compensatory 
and environmental strategies and make use of adaptations to enable clients and 
caregivers to participate socially in their own context. The intervention addresses 
needs, preferences and abilities of the person with cognitive problems, the 
caregiver and their social environment. 
 
Aim of this thesis  
This thesis describes the journey we made in the process of the development and 
evaluation of the Social Fitness Programme which is embedded in the 
Netherlands. The general aim of this thesis is to design and to evaluate this tailor-
made multidisciplinary intervention on promoting social participation of community-
dwelling older people with cognitive problems and their caregivers.  
 
The research questions in this thesis are: 
1. How do people with cognitive problems and their caregivers perceive social 
participation? What factors influence their social participation? 
2. How can an intervention to promote social participation be designed? What 
elements should this intervention contain?  
3. How do programme deliverers and programme recipients evaluate feasibility of 
this intervention in terms of acceptability, demand, implementation, practicability 
and limited-efficacy?  
4. How can success be defined in a trial measuring social participation? How to 
calculate sample size accordingly? 
  General introduction 
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5. How effective is the Social Fitness Programme in improving social participation 
of people with cognitive problems and their caregivers? Was the process of 
intervention delivery optimal? What are the linkages between effect and process 
results?  
 
Thesis outline  
Chapter 2 and 3a are part of the MRC-Framework’s Development phase. Chapter 
2 presents the results of a qualitative study in which we explored the perceptions 
on social participation of community-dwelling older people with cognitive problems 
and their caregivers. With this study we aimed to contribute to theory development 
on social participation and influencing factors. Chapter 3a describes the 
development of the Social Fitness Programme to promote social participation, 
using the information of the qualitative study on perceptions. Knowledge on 
relevant evidence-based interventions was collected and combined with expert 
opinions to design an evidence-based and practice-based intervention. 
 Chapter 3b and 4 are part of the feasibility/piloting phase of the MRC-
Framework. Chapter 3b presents the results of the feasibility evaluation of our 
newly designed intervention targeting social participation improvement. Feasibility 
on acceptability, demand, implementation, practicability and limited-efficacy was 
evaluated based on experiences from professionals, people with cognitive 
problems, and their caregivers. In Chapter 4 we describe the necessity of using 
two equally important primary endpoints to capture the multidimensional concept 
of social participation. An innovative power calculation determines the sample size 
for the planned randomised controlled trial.  
 Chapter 5a and 5b are part of the Evaluation phase of the MRC-Framework. As 
the intervention seems feasible, we describe the evaluation of a randomised 
controlled study to determine the potential effectiveness and process of 
intervention delivery. Chapter 5a describes the original Randomized Controlled 
Trial study design and outcomes. Chapter 5b shows the results of our process 
evaluation based on qualitative data collection, and the valuable lessons we have 
learned. 
 In Chapter 6, the general discussion of this thesis, we reflect on the main 
findings of the studies that we reported on in this thesis. These results are placed 
in a broader scientific, methodological and societal context, and implications for 
clinical practice and future research in the field of social participation promotion are 
discussed. The final chapters summarise this thesis in English (Chapter 7) and in 
Dutch (Chapter 8). 
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problems, and their caregivers. In Chapter 4 we describe the necessity of using 
two equally important primary endpoints to capture the multidimensional concept 
of social participation. An innovative power calculation determines the sample size 
for the planned randomised controlled trial.  
 Chapter 5a and 5b are part of the Evaluation phase of the MRC-Framework. As 
the intervention seems feasible, we describe the evaluation of a randomised 
controlled study to determine the potential effectiveness and process of 
intervention delivery. Chapter 5a describes the original Randomized Controlled 
Trial study design and outcomes. Chapter 5b shows the results of our process 
evaluation based on qualitative data collection, and the valuable lessons we have 
learned. 
 In Chapter 6, the general discussion of this thesis, we reflect on the main 
findings of the studies that we reported on in this thesis. These results are placed 
in a broader scientific, methodological and societal context, and implications for 
clinical practice and future research in the field of social participation promotion are 
discussed. The final chapters summarise this thesis in English (Chapter 7) and in 
Dutch (Chapter 8). 
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Abstract  
The aim of this study is to explore how community-dwelling older people with 
cognitive problems and their caregivers (dyads) perceive their own social 
participation, how caregivers evaluate the social participation of the people they 
care for, and what factors they perceive as influential. In this qualitative study, we 
performed 13 semi-structured, in-depth interviews with dyads who participated in 
the Social Fitness Programme. We used content analysis to thematically analyse 
the interviews. Social participation perceptions include changes over time and a 
discrepancy in perspectives. All the people with cognitive problems and most 
caregivers perceived a decreased social participation. Most people with cognitive 
problems answered to be satisfied, in contrast to most caregivers who were 
dissatisfied with the decreased social participation of the people they cared for. 
Analysing the influencing factors resulted in five themes: behavioural, physical, 
social environmental, physical environmental, and activity-related. People with 
cognitive problems and their caregivers displayed a discrepancy in social 
participation perspectives. This becomes a major dilemma, especially for younger 
caregivers. A key element is a sometimes deliberate choice of people with 
cognitive problems to refrain from social participation to protect themselves from 
the consequences of cognitive problems and from encounters with others. This 
highlights the dynamics of social participation as an interaction between personal 
factors and the social and physical environment in which social participation 
occurs. 
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Introduction 
People with cognitive problems show increasing degrees of impairment in social 
skills, behaviour, functioning, and activities of daily living,1-3, even in the very early 
stages of the cognitive decline.4 This may affect their ability to relate to others, 
which thus contributes to reduced social participation.5 People with cognitive 
problems experience increasing difficulties with participating in community 
activities.6 Social participation continues to decrease as cognitive problems 
progress.7,8 Furthermore, being a family caregiver for someone with cognitive 
problems causes burden and stress, and may result in social isolation as well.9 
Therefore, it is important that support for the caregiver also aims at reducing 
caregiver burden.10 It is notable, for instance, that caregivers are relieved when the 
people they care for participate in activities outside the home.11  
 Being able to participate in social activities is one of the central themes in good-
quality psychosocial care for those with dementia in Europe.12 Social participation 
is an important part of successful and healthy ageing.13-15 For instance, it 
independently affects functional decline5,16-18; social activity and social support are 
significantly associated with higher physical function.19,20 As social participation is 
a potentially modifiable factor, numerous studies suggest the need for 
interventions to encourage the elderly to take part in both physical and social 
activities.5,19,21-23 Considering social participation as an element of health and well-
being, the World Health Organization advocates its improvement among the 
ageing population as well.24  
 Participation in social activities is an element of the social health domain in the 
new definition of health: ‘the ability to adapt and to self-manage’.25 Social health 
includes three dimensions: the capacity to fulfil one’s potential and obligations, the 
ability to self-manage despite the disease, and participation in social activities.25 
Dimensions of social health depend on the person’s own capacity and ability, as 
well as on external factors such as interactions with the social environment. 
Opportunities and limitations shift during one’s lifetime, and interactions with others 
influence a person’s capacity and ability. For instance, the capacities of people 
with cognitive problems fluctuate and decrease over time, but caregivers and 
support in the environment can compensate for this decline. The dynamic concept 
of social health and its dimensions is therefore applicable to people with cognitive 
problems.26,27  
 Despite the importance of social participation as part of health, little is known 
about how people with cognitive problems and their caregivers perceive their 
participation in social life and what factors are influential.28 Studies of the 
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effectiveness of person-centred programmes for improving social inclusion and 
participation in meaningful social activities are scarce29,30, so social participation is 
one element promoted as a research theme in for example dementia care.31 
In this paper, social participation refers to the taxonomy of social activities as 
proposed by Levasseur23(p. 2146) “the person’s involvement in activities that 
provide interaction with others in society or the community”. These authors 
suggest grouping activities in six levels depending on the involvement of the 
individual with others and the goals of the activity: 1) an activity that prepares for 
connecting with others, 2) being with others (alone but with people around), 3) 
interacting with others (social contact) without engaging in a specific activity with 
the others, 4) engaging in an activity with others (collaborating to reach the same 
goal), 5) helping others, and 6) contributing to society (Figure 1). Level 1 and 2 
include daily activities such as getting dressed and preparing breakfast, which act 
as a precondition to the performance of social participation. As cognitive problems 
result in increasing degrees of impairment in functioning and activities of daily 
living, social participation is also threatened indirectly by a decline in daily 
activities, and thus these activities are important in relation to social participation. 
Furthermore, performing everyday activities contributes to peoples’ sense of self-
management and autonomy. Performing daily activities also has a value because 
it results in feelings of belonging, enjoyment and independence.32 Levels 3–6 are 
regarded as social participation. As there is no agreement on a common definition 
of social participation and the underlying dimensions23,33, different concepts such 
as social participation, community involvement, and participation are used 
interchangeably. A lack of consensus resulted in problems around the 
development and selection of instruments to measure social participation. The 
taxonomy of social activities used in this study is based on an inventory and 
content analysis of definitions that allows differentiation between levels of social 
participation. This classification of activities enables healthcare providers to 
operationalise in goal setting and measurement, and it enables them to identify 
changes in activities over time. This is highly relevant in the current study, which 
targets people with cognitive problems whose abilities decrease over time. The 
possibility of measuring changes in social participation is important for our 
consecutive intervention pilot study of improvement of social participation. For this 
reason, we used Levasseur’s model for social participation.  
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Figure 1 Taxonomy of social activities based on 1) levels of involvement of the individual with 
others and 2) goals of these activities23. Republished with permission. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
The aim of our study was to explore how community-dwelling older people with 
cognitive problems and their caregivers perceive their own social participation, 
how caregivers evaluate the social participation of the people they care for, and 
what factors they perceive to be influential as barriers and facilitators. This 
qualitative study is embedded in research related to the development of the Social 
Fitness Programme34, in which we use the recommendations of the Medical 
Research Council (MRC)35. The MRC proposes a systematic and phased 
approach for intervention development. As part of the development phase of the 
MRC framework, we integrated effective interventions with expert opinions from 
healthcare and welfare professionals into a draft intervention. For the next step in 
the development, our paper focuses on social participation perspectives of a target 
population of people with cognitive problems and their caregivers who were 
referred for an intervention. Insight into their needs and questions for help enables 
us to improve the quality of the intervention and to incorporate this insight during 
intervention delivery. 
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Method 
Research design and setting 
In this qualitative study, we explore the experiences and perspectives on social 
participation of both the older people with cognitive problems and their caregivers. 
We performed semi-structured, in-depth interviews with the people who 
participated in the Social Fitness Programme. We did so by following the 
consolidated criteria for reporting qualitative research (COREQ36. The local 
research ethics committee of the Radboud university medical center, Nijmegen, 
CMO number 2012/401, approved this study. The study took place in two districts 
in the Netherlands. 
 The Social Fitness Programme consisted of an integration of occupational 
therapy, physiotherapy, and guidance provided by a welfare professional. The 
intervention took place in the home environment to enable the removal of barriers 
and to facilitate the execution of activities in the social and physical environment 
(the context). The professionals used a personalised approach to empower 
participants to optimise compensatory and environmental strategies and enable 
clients and caregivers to participate socially in their own context. The intervention 
addressed needs, preferences and abilities of the person with cognitive problems, 
the caregiver and their social environment. To achieve this, the occupational 
therapist started the intervention with a thorough analysis of problems and needs, 
which led to a shared-goal setting that focused on social activities that were 
relevant and important to both the person with cognitive problems and the 
caregiver. The occupational therapists and physiotherapists combined active 
treatment methods with exercises to improve the strategies, skills, bodily functions, 
and physical activities of the dyads. To do this, they used coaching methods that 
focus on improving self-confidence and self-management. The welfare 
professional provided practical support for the participants in achieving their goals, 
such as active guidance for the activities.34 
 
Study population, procedures, and recruitment 
Two related participant groups who contacted the Social Fitness Programme were 
included in the study. The first group consisted of home-dwelling people with 
cognitive problems [Mini-Mental State Examination; MMSE 10-2437]. The second 
group included the primary caregivers who wished to maintain or improve their 
own social participation or the social participation of the people they cared for.  
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In this study, healthcare and welfare professionals from general practices, memory 
clinics, home care organisations, social welfare organisations for elderly, meeting 
centres for people with dementia, and caregivers provided people with cognitive 
problems and their caregiver with oral and written information about the study. 
Candidates were included as participants if they were able to formulate at least 
one need or intervention goal on level two (being with others) of the social 
participation taxonomy. The occupational therapist qualitatively assessed this 
criterion during the intake. The regional coordinating occupational therapists 
contacted clients and caregivers who were willing to participate. These therapists 
provided oral and written explanations of the nature of the study to the potential 
participants and checked whether they met the inclusion criteria. Potential 
participants who were not able to complete the self-assessment forms as a result 
of language problems, and those who exhibited behavioural and psychological 
symptoms of dementia, severe heart conditions or other comorbidity, or were in 
hospital were excluded. All 14 dyads who were willing to participate and who met 
inclusion criteria enrolled in the study after they had signed an informed consent 
form. Participation in this study was voluntary, and the participants could withdraw 
from participation at any time. 
 After their participation in the Social Fitness Programme, the research assistant 
contacted the participants and asked if they were willing to take part in an 
interview. If they agreed to be interviewed, the research assistant explained the 
procedures, answered any questions, and made an appointment for an interview.  
 
Data collection 
Thirteen semi-structured interviews were conducted in two rounds: 6 interviews 
took place in February 2013 and 7 interviews, in August and September 2013. 
Both the person with cognitive problems and the caregiver participated together in 
12 interviews; one caregiver was interviewed alone because the person with 
cognitive problems was unable to participate. One couple declined because the 
caregiver felt the burden of participating was too great for her and her husband 
with cognitive problems. A trained interviewer obtained informed consent from the 
participants and interviewed them at their homes. The interviewer used an 
interview guide (Table 1), which was derived from the Canadian Occupational 
Performance Measurement (COPM)38 and adapted to incorporate social 
participation as a specific topic of the interview. The COPM is an individualised, 
standardised, client-centred measure designed to assess problems in meaningful 
daily activities for use by occupational therapists. It is suitable for all people with 
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perceived problems in daily activities. Because we apply a definition for social 
participation as part of social health in which daily activities and social participation 
are closely linked, we believe that the design of the COPM is adequate for 
evaluating social participation perspectives and topics.  
As shown in Table 1, the interviewer began with a question to get insight into the 
dyads’ daily and social activities and elaborated on the meaningfulness of these 
activities. Both the person with cognitive problems and the caregiver were invited 
to respond to questions regarding their self-perceived current performance and 
satisfaction with these activities. The interviewer asked the person with cognitive 
problems questions first and the caregiver second, with the exception of the 
question regarding the caregiver’s satisfaction with the social activities of the 
person with cognitive problems. The interviewer tried to elicit opinions from both 
participants during the interview and posed additional questions to clarify whether 
there was agreement or discrepancy in the opinion of the two interviewees. The 
duration of the interviews was not predefined and depended on the interviewees’ 
input. The interviews lasted 71 minutes on average, with a range of 36 to 96 
minutes.  
 
Table 1 Interview guide 
 
Introduction The topic of this research is social participation. It includes the contacts you have with 
others and your activities outside your home. The aim of the study is to gain insight into your pastimes 
with others, how important this is to you, and how satisfied you are with your current social life.  
What does a regular weekday look like? 
[Question asked of person with cognitive problems 
first and caregiver second]  
What are your activities? 
How often do you have contact with others? 
What is the nature of these contacts? 
Are these contacts and activities with others 
important to you? 
[Question asked of person with cognitive problems 
first and caregiver second] 
Why or why not? 
Could you tell me more? 
Are you satisfied with the things you do?  
[Question asked of person with cognitive problems 
first, and to caregiver second] 
Why or why not? 
If not, what prevents you from doing more? 
What would you need to enable you to have more 
contacts or do more activities? 
Are you satisfied with the things the person you 
care for does? 
[Question only for the caregiver] 
Why or why not? 
 
Closing Would you like to discuss anything else related to this topic?  
[Question asked of person with cognitive problems first, and to caregiver second] 
 
Analysis  
The trained research assistant transcribed the recorded interviews verbatim, then 
content analysis was used to thematically analyse the transcripts.39 After repeated 
study of the transcripts, we used the software programme Atlas.ti 7.1.4 to code the 
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text segments. The coding system was based on the content of the data, and 
there were no predefined coding themes. Two researchers coded the first five 
transcripts independently. Two researchers reviewed, discussed, and refined the 
initial coding results until they reached consensus for a draft code book. This book 
formed the basis for coding the rest of the transcripts. DV coded the remaining 
eight interviews, and HD checked the coding. Two researchers discussed and 
refined all the coded transcripts until they reached consensus for all the codes. 
Since both the person with cognitive problems and the caregiver were invited to 
respond to all questions, codes were attributed to either the caregiver or the 
person with cognitive problems. When there was a difference of opinion between 
the caregivers and the person with cognitive problems, separate codes were 
assigned. 
 In a subsequent meeting of the project team, an affinity diagram was created 40 
for mapping barriers to and facilitators of social participation. The project team 
consisted of the main researcher (HD) and the three senior researchers not 
involved in data collection or analysis (MV, MN, and MG). During the meeting, the 
team members independently classified codes in categories consisting of codes 
referring to the same phenomenon. All individual codes were brought together in 
categories, which were subsequently grouped in overall themes. In this way an 
affinity diagram was created, which was discussed until consensus was achieved 
and no new categories or themes were generated. Then the two researchers 
involved in data collection discussed this final affinity diagram. This did not result in 
proposed modifications. 
 
Results  
Table 2 (page 28) presents the characteristics of the interviewees. The mean age 
of the people with cognitive problems was 80 years, with a range of 57 to 89 
years. Seven caregivers were of the same generation as the people they cared 
for, and six caregivers were of a younger generation (adult children). 
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Table 2 Dyad characteristics  
 
Dyad Cognitive problems  Age of person with cognitive 
problems (years) 
Relationship with caregiver  
Dyad 1 Memory problems 86 Mother –Daughter 
Dyad 2 Alzheimer disease 79 Husband – Wife 
Dyad 3 Memory problems 85 Wife – Husband 
Dyad 4 Alzheimer disease 79 Husband – Wife 
Dyad 5 Vascular dementia 57 Ex-husband - Ex-wife 
Dyad 6 Alzheimer disease 72 Mother – Son 
Dyad 7 Memory problems 87 Female friend - Female friend 
Dyad 8 Alzheimer disease 74 Wife – Husband 
Dyad 9 Vascular dementia 81 Mother – Son 
Dyad 10 Alzheimer disease 71 Husband – Wife 
Dyad 11 Memory problems 89 Father – Daughter 
Dyad 12 Vascular dementia 84 Mother – Son 
Dyad 13 Mild cognitive impairment 87 Father – Son 
 
Current social participation  
Table 3 shows the current social activities of people with cognitive problems and 
their caregivers listed by level of involvement in social participation.23 The activities 
most often mentioned were preconditions for connecting with others. No activities 
in the sixth level of involvement (contributing to society) were mentioned in the 
interviews. In order to allow contributions to the social health framework, we 
connected the levels of social participation to the concept of social health.25 Most 
activities concerned self-care, as well as instrumental and leisure activities in the 
home environment. These activities took place independently as preconditions for 
connecting with others (social participation level 1) and were also part of the self-
management domain (social health domain 2). Activities performed alone but in 
the presence of others (e.g. shopping) could be connected to social participation 
level 2 and linked to the social health domain 1 (capacity to fulfil potential and 
obligations) because they both concern the ability of a person to function outside 
the home environment. Activities involved in social participation from level 3 
onwards were regarded as active social participation, which connected with social 
health domain 3 (social participation). Social participation involved meaningful 
activities and social interactions, such as conversations, group activities, and 
being a caregiver. 
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Table 3 Types of social and daily activities displayed by the interviewees 
 
Level of 
involvement 
Social health 
domain 
Activity type  Activities displayed  
1. Doing an activity in 
preparing to connect 
with others 
2. Self-
management 
Activities of daily living  
 
Showering, shaving, getting dressed, 
taking medication, having breakfast 
2. Self-
management 
Daily household 
activities 
Household chores, preparing meals, 
gardening 
2. Self-
management 
Solitary leisure activities 
in the home 
environment 
Reading the paper, watching television, 
exercising on a home trainer, surfing on 
the internet, doing a puzzle 
2. Being with others 1. Capacity Solitary activities in the 
community  
Shopping, walking, or cycling in the 
neighbourhood 
3. Interacting with 
others without 
sharing a specific 
activity with them 
3. Social 
participation 
 
Social contact with 
others  
 
Talking to friends, neighbours, family 
members, the salesman at the weekly 
market, the homecare nurse  
4. Sharing an activity 
with others 
3. Social 
participation 
 
Active participation in 
social leisure activities 
Having dinner with someone, shopping 
together, going to the theatre with a 
friend, attending organised group 
activities  
5. Helping others 3. Social 
participation 
 
Actively participating in 
activities to help others 
Volunteering in a theatre, acting as a 
contact person for the neighbourhood, 
being a caregiver 
 
Social participation perspectives  
All the people with cognitive problems and their caregivers reported that the 
frequency of daily and social activities had diminished over time. This was more 
apparent for the older caregivers than for the younger ones.  
 ‘...he<husband> has difficulties with being alone....which is very difficult for me 
because I go out for shorter periods of time.’ (Caregiver 5) 
 
A decrease of different roles was reported as well, for example, roles such as 
being a professional, babysitter, caregiver, and volunteer. This reduction in roles 
applied to all the people with cognitive problems and to most of the caregivers in 
the same generation, and to a lesser extent, to the younger caregivers. Although 
all the people with cognitive problems said that their social participation had 
diminished, most of them were satisfied with their current level of social 
participation.  
  ‘I think the contacts I currently have are pleasant; I can oversee them. I do not 
want all my days too full anymore.’ (person with cognitive problems 1)  
 
Only two of the people with cognitive problems (person 8 and person 12) were 
dissatisfied with their current level of social participation and they would rather 
have more contact with others.  
C
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Social participation perspectives  
All the people with cognitive problems and their caregivers reported that the 
frequency of daily and social activities had diminished over time. This was more 
apparent for the older caregivers than for the younger ones.  
 ‘...he<husband> has difficulties with being alone....which is very difficult for me 
because I go out for shorter periods of time.’ (Caregiver 5) 
 
A decrease of different roles was reported as well, for example, roles such as 
being a professional, babysitter, caregiver, and volunteer. This reduction in roles 
applied to all the people with cognitive problems and to most of the caregivers in 
the same generation, and to a lesser extent, to the younger caregivers. Although 
all the people with cognitive problems said that their social participation had 
diminished, most of them were satisfied with their current level of social 
participation.  
  ‘I think the contacts I currently have are pleasant; I can oversee them. I do not 
want all my days too full anymore.’ (person with cognitive problems 1)  
 
Only two of the people with cognitive problems (person 8 and person 12) were 
dissatisfied with their current level of social participation and they would rather 
have more contact with others.  
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 ‘Well, unfortunately you meet less people when you are 70 years or older’ 
(Person with cognitive problems 8). 
 
Ten of the 13 caregivers were satisfied with their own activities and contacts and 
wanted to maintain them. 
 ‘I have an urge for social contacts, which I have.’ (Caregiver 1) 
 
 However, three older caregivers said they would rather do more. In contrast, four 
of the older caregivers and four of the younger ones believed the people they 
cared for should be more socially active. 
 ‘She [person with cognitive problems] is satisfied. But I do not think it is good for 
her to sit inside the house all day.’ (Caregiver 6) 
 
Barriers and facilitators for social participation  
During the interviews, interviewees showed that a variation of factors influence 
their social participation. The analysis of the interviews provided five themes: 
behavioural, physical, social environmental, physical environmental, and activity 
related. A total of 16 categories were distinguished in the five themes; these 
categories represent a continuum of factors that either hinder or enhance social 
participation. Table 4 shows an overview, including representative quotes per 
category. 
 
Theme 1: behavioural factors 
The main barrier for social participation was the acceptance of taking part in 
activities less frequently coupled with a lack of motivation for social participation. 
At the same time, refusing to accept an activity decrease was the main facilitator 
for people to remain socially active. People with cognitive problems and some 
older caregivers stated that they were satisfied with being alone and doing things 
alone; true internal need and necessity for social participation with others was 
lacking. They believed that becoming less socially active was normal at older age.  
 ‘It <social activity level of person with cognitive problems> clearly decreased 
yes…but of course all older people have that.’ (Caregiver 7) 
 It <performing social activities> is getting more difficult….yes, you have to 
account for getting older.’ (Person with cognitive problems 10) 
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 ‘Well, unfortunately you meet less people when you are 70 years or older’ 
(Person with cognitive problems 8). 
 
Ten of the 13 caregivers were satisfied with their own activities and contacts and 
wanted to maintain them. 
 ‘I have an urge for social contacts, which I have.’ (Caregiver 1) 
 
 However, three older caregivers said they would rather do more. In contrast, four 
of the older caregivers and four of the younger ones believed the people they 
cared for should be more socially active. 
 ‘She [person with cognitive problems] is satisfied. But I do not think it is good for 
her to sit inside the house all day.’ (Caregiver 6) 
 
Barriers and facilitators for social participation  
During the interviews, interviewees showed that a variation of factors influence 
their social participation. The analysis of the interviews provided five themes: 
behavioural, physical, social environmental, physical environmental, and activity 
related. A total of 16 categories were distinguished in the five themes; these 
categories represent a continuum of factors that either hinder or enhance social 
participation. Table 4 shows an overview, including representative quotes per 
category. 
 
Theme 1: behavioural factors 
The main barrier for social participation was the acceptance of taking part in 
activities less frequently coupled with a lack of motivation for social participation. 
At the same time, refusing to accept an activity decrease was the main facilitator 
for people to remain socially active. People with cognitive problems and some 
older caregivers stated that they were satisfied with being alone and doing things 
alone; true internal need and necessity for social participation with others was 
lacking. They believed that becoming less socially active was normal at older age.  
 ‘It <social activity level of person with cognitive problems> clearly decreased 
yes…but of course all older people have that.’ (Caregiver 7) 
 It <performing social activities> is getting more difficult….yes, you have to 
account for getting older.’ (Person with cognitive problems 10) 
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To some degree, all the people with cognitive problems and four older spouse 
caregivers, deliberately chose to refrain from social participation. They stated that 
they did not perceive being with others as having any added value, and some said 
they would rather be alone or at home instead of somewhere else. Some also 
stated that they preferred doing activities alone and had never had much social 
contact with others in the past, so they did not want to start new activities or meet 
new people.  
 ‘Cycling… I’d rather do that on my own.’ (person with cognitive problems 3) 
 
However, all the people with cognitive problems and six caregivers also showed 
signs of a positive attitude towards social participation as a valuable part of 
everyday life. People referred to themselves as being sociable, preferring to be 
among others and sharing activities, enjoying small talk and conversations. Being 
a sociable person was also evident in their desire to help others, which led to 
some people with cognitive problems and some caregivers initiating social 
participation. Several people preferred doing something nice for others, such as 
inviting them for dinner, or they wanted to support people in difficult times, such as 
during illness.  
 ‘The wife of an old colleague passed away, so I should visit him again.’ (Person 
with cognitive problems 11) 
 
Several behavioural factors influencing social participation were related to 
changes in cognition. All the people with cognitive problems reported that their 
reduced cognitive abilities hindered their participation in social activities. This 
sometimes resulted in a deliberate choice to refrain from social participation, to 
protect themselves from the consequences of their cognitive problems. They said 
that they often forgot new appointments, things they had done recently, peoples ’ 
names, and conversations they had had. They also realised that they could no 
longer manage some activities of daily living because of their cognitive problems; 
for instance, withdrawing money from a cash machine. This caused negative 
feelings of insecurity and shame to some of them, and it influenced their self-
confidence and self-efficacy. Their cognitive problems also resulted in the inability 
to manage changes in daily life, such as finding the way home when part of the 
street was blocked. Two spouse caregivers mentioned that their inability to 
manage the cognitive decline of the person they cared for impeded their own 
social participation; for example, because the person with cognitive problems 
preferred their caregiver to be around all the time. A lack of taking their own 
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initiative compounded the decrease in social participation of the people with 
cognitive problems. Some depended entirely on others to encourage them to take 
on activities. However, several people with cognitive problems also used strategies 
such as effective note keeping to compensate for their cognitive decline. They 
wrote things down so they would remember them, things such as who they had 
talked to recently and what the conversation was about. Having a structured day 
with fixed daily routines, recurrent appointments with others, and routine 
obligations in general also helped them stay socially active.  
 ‘I wrote it down, who I talked to…yes, I write it down.’ (Person with cognitive 
problems 13) 
 
Theme 2: physical factors  
All the people with cognitive problems and seven spouse caregivers reported 
several physical inabilities that acted as barriers to their social participation. 
People said that their mobility and condition deteriorated. Some of them felt tired 
and had no energy to do things. Pain and other physical discomforts, such as 
hearing problems, deterred several persons from being socially active. A feeling 
that they might fall also hindered some people.  
 ‘I always enjoyed walking, but nowadays I have limits.’ (Person with cognitive 
problems 13) 
 
Theme 3: social environmental factors 
The social environment can hinder or enhance a person’s social participation 
directly or indirectly. When no significant others lived nearby, people with cognitive 
problems and their caregivers perceived the geographical distance to be a barrier. 
Most of the people with cognitive problems and spouse caregivers mentioned the 
decease of a spouse, family members, or friends who had been close to them. 
Those were people they lived with, could talk to, and share activities with. Losing 
important others decreased the opportunities to be socially active. Children and 
grandchildren often had busy lives, so they could not initiate contact more often. 
Furthermore, some people with cognitive problems were prevented from being 
socially active because they had no one to go along with them to an activity or to 
take them somewhere. Another barrier was the exclusion of people in their 
neighbourhood; neighbours had individual lives of their own and did not initiate 
contact. The initiating role of the social environment can also be an important 
facilitator of social participation. Having a big family living nearby acts as an 
opportunity for social contacts. All the people with cognitive problems and three 
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spouse caregivers reported that there were others who initiated social contact by 
visiting them and offering help. Sometimes people, especially younger people, 
encouraged people with cognitive problems and older caregivers to be socially 
active. For example, one daughter encouraged her mother (who was a caregiver 
for her husband) to go to yoga classes with her. Moreover, two people with 
cognitive problems and their spouse caregivers reported that their marriage 
automatically resulted in sharing activities. caregivers often said that they 
encouraged the people they cared for to become more active. 
 The social network’s lack of acceptance of cognitive problems acted as a barrier 
to social participation. Six people with cognitive problems experienced unpleasant 
interactions with others, and their caregivers also evaluated these experiences as 
unpleasant for the person they cared for. This made the people with cognitive 
problems feel insecure and decreased their self-confidence. As a result, they 
withdrew from certain contacts or activities. Sometimes others stopped initiating 
activities; for example, they no longer returned visits. This also hindered social 
participation.  
 ‘They treated me as if I was a small child there [day care centre].’ (Person with 
cognitive problems 5) 
 
In contrast, the way the social network coped with cognitive problems could be a 
factor that stimulated social participation; for example, when people displayed 
understanding and acceptance of cognitive problems. Pleasant contact with others 
and feeling welcome facilitated seeking contact and sharing activities with others. 
Knowing each other for a long time ensured having things to talk about, which was 
highly valued in contacts with others. 
 ‘Most people are understanding [regarding cognitive problems] and it does not 
matter to them.’ (Caregiver 11) 
 
Theme 4: physical environmental factors  
Increasing physical inabilities (the personal physical factors in theme 2) resulted in 
the experience of barriers from the physical environment. Lack of transport due to 
the lost ability to drive a car or difficulties using public transport were barriers for 
eight people with cognitive problems and five spouse caregivers. In contrast, the 
availability of alternative transport and the use of walking aids were enhancing 
factors for social participation. Furthermore, cold or rainy weather and outdoor 
darkness in winter discouraged people from going out, while good and dry weather 
acted as a facilitator. 
  Social participation perspectives 
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 ‘But sometimes when the weather is bad I think: I don’t feel like going out in this 
weather.’ (Person with cognitive problems 12) 
 
Theme 5: activity factors 
People with cognitive problems who had never participated in organised activities 
in the past had difficulty finding appropriate activities. Sometimes people assumed 
that certain activities would not be what they wanted. The evaluation of an activity 
is an important factor for recurrent social participation. Some activities that people 
with cognitive problems actually participated in were experienced as unpleasant 
afterwards, sometimes because they were unable to perform the activity as 
planned. These negative evaluations resulted in their refraining from participating 
again, while positive evaluations elicited recurrent participation. 
 ‘...I do not want to play games, because I dislike playing games.’ (Person with 
cognitive problems 11) 
 
 Activities that were adapted to the abilities and preferences of the people with 
cognitive problems were likely to be continued. Some people with cognitive 
problems and older caregivers said that they continued activities of the past or that 
they had again picked up activities they used to do.  
 
Activity factors related to environmental preconditions also influenced peoples’ 
continuing or discontinuing social participation. This was often related to personal 
physical factors (theme 2) and physical environmental factors (theme 4). Some 
people with cognitive problems and some caregivers said that the location of the 
activity could be a hindrance. This was because of the distance or because of the 
look and feel of the place. With regard to organised group activities, the starting 
time, frequency, or costs did not suit some people. The location, starting time, and 
frequency of some organised activities appealed to some people, which facilitated 
their social participation.  
 ‘ …that [organised physical group activity] is something she <person with 
cognitive problems> likes. Highlight of her week.’ (Caregiver 6) 
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Discussion 
By elucidating perceptions from two perspectives, this study extends the 
knowledge of the complexity of social participation and its influencing factors. We 
showed that the different levels of social participation are connected to all 
dimensions of social health. This highlights the dynamics of social participation as 
an interaction between personal factors (the capacity to fulfil one’s potential and 
obligations and the ability to self-manage the disease) and the social and physical 
environment in which social participation occurs. Social participation is threatened 
in the context of cognitive decline as one’s capacity and ability to self-manage is 
affected. Social participation can be challenged by the response of the social 
network. A negative response or fear of a negative response might enhance social 
disengagement. While a positive response of the social network, which includes 
the maintenance of dignity and preserving people’s autonomy might enhance 
social participation. This finding corresponds to the work of Berkman and 
colleagues41 who developed a conceptual model to understand the influences of 
how social networks impact health. This model includes a ‘downstream’ causal 
process on the influence of network structure and function on social and 
interpersonal behaviour. Four ‘primary pathways’ are expected to influence 
behaviour: provision of social support, social influence, social engagement and 
attachment and access to resources and material goods (p. 843). 
 With regard to social participation perceptions, two new findings imply that 
social participation has both subjective (feeling) and objective (doing) dimensions. 
First, most people with cognitive problems were satisfied with their reduced social 
participation. Second, the caregivers were dissatisfied with the reduced social 
participation of the people they cared for. This study confirms earlier research 
findings that social participation diminishes with increasing age.42,43 Social 
participation is influenced by a continuum of factors that can act as barriers or 
facilitators. People’s social participation is determined to a great extent by their 
personal attitudes and behaviour, in interaction with factors in the social and 
physical environment, including activity-related factors  
 A lack of motivation to be socially active, often assigned to their older age, was 
an important behavioural barrier for people with cognitive problems. The results 
suggest that people coped with reduced social participation in one of two ways, 
similarly to older people who experience loneliness.44,45 While caregivers whose 
own social participation had diminished (mainly the older spouse caregivers) tried 
to improve their level of social participation, the people with cognitive problems 
usually adapted their expectations and accepted the barriers. This acceptance 
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could also result in satisfaction with their own reduced level of social participation. 
Most influencing factors of social participation are often difficult for the older 
individual to change, especially when cognitive problems occur. For example, 
initiating the expansion of a decreased social network can be difficult, as can 
finding appropriate activities for someone with cognitive problems. The different 
behavioural reactions on reduced social participation displayed by caregivers and 
the people they cared for is in line with literature characterizing people from the 
third age and the fourth age.46 The older caregivers (third age, the active and 
contributing age) created opportunities to participate socially. While on the other 
hand, the people with cognitive problems (fourth age, the frail ‘real old age’) were 
unable to self-manage and initiate social participation. The inability to self-manage 
causes dependence on their caregivers, which in turn could have threatened their 
autonomy and dignity 47. 
 Different subconscious mechanisms seem to be at play in the display of 
satisfaction with reduced social participation. A social stigma might stop people 
with cognitive problems from admitting their dissatisfaction with reduced social 
participation.48 According to Festingers’ theory of cognitive dissonance49, claiming 
to be satisfied with reduced social participation can be an illustration of peoples’ 
effort to reduce dissonance between their actual behaviour and their values and 
beliefs. When a decline in social participation resulted in discomfort with their 
beliefs about the importance of being socially active, people with cognitive 
problems adapted their beliefs to overcome this discomfort. As a result they 
claimed to be satisfied with their reduced social participation. The satisfaction with 
reduced social participation may also be considered as a form of self-compassion 
‘being kind toward oneself when considering weaknesses, remembering that being 
human means being flawed and imperfect’50 (p. 26). In this way, psychological 
functioning is influenced positively. The people with cognitive problems accepted 
their decreased participation: a decrease in participation and functioning is 
commonly associated with older age. This in turn positively influenced their 
emotional functioning by evoking feelings of satisfaction. Although people with 
cognitive problems experienced a decrease in social participation, they tried to 
protect themselves and hide associated negative feelings: negative feelings of 
shame as a result of reduced competencies and negative feelings related to fear 
of not being accepted. This contributed to their withdrawal and to their decreased 
social participation. Research into loneliness suggests this as well.51  
 The dissatisfaction of the caregivers with the reduced social participation of the 
people they cared for resulted in a discrepancy in perspectives on social 
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usually adapted their expectations and accepted the barriers. This acceptance 
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could also result in satisfaction with their own reduced level of social participation. 
Most influencing factors of social participation are often difficult for the older 
individual to change, especially when cognitive problems occur. For example, 
initiating the expansion of a decreased social network can be difficult, as can 
finding appropriate activities for someone with cognitive problems. The different 
behavioural reactions on reduced social participation displayed by caregivers and 
the people they cared for is in line with literature characterizing people from the 
third age and the fourth age.46 The older caregivers (third age, the active and 
contributing age) created opportunities to participate socially. While on the other 
hand, the people with cognitive problems (fourth age, the frail ‘real old age’) were 
unable to self-manage and initiate social participation. The inability to self-manage 
causes dependence on their caregivers, which in turn could have threatened their 
autonomy and dignity 47. 
 Different subconscious mechanisms seem to be at play in the display of 
satisfaction with reduced social participation. A social stigma might stop people 
with cognitive problems from admitting their dissatisfaction with reduced social 
participation.48 According to Festingers’ theory of cognitive dissonance49, claiming 
to be satisfied with reduced social participation can be an illustration of peoples’ 
effort to reduce dissonance between their actual behaviour and their values and 
beliefs. When a decline in social participation resulted in discomfort with their 
beliefs about the importance of being socially active, people with cognitive 
problems adapted their beliefs to overcome this discomfort. As a result they 
claimed to be satisfied with their reduced social participation. The satisfaction with 
reduced social participation may also be considered as a form of self-compassion 
‘being kind toward oneself when considering weaknesses, remembering that being 
human means being flawed and imperfect’50 (p. 26). In this way, psychological 
functioning is influenced positively. The people with cognitive problems accepted 
their decreased participation: a decrease in participation and functioning is 
commonly associated with older age. This in turn positively influenced their 
emotional functioning by evoking feelings of satisfaction. Although people with 
cognitive problems experienced a decrease in social participation, they tried to 
protect themselves and hide associated negative feelings: negative feelings of 
shame as a result of reduced competencies and negative feelings related to fear 
of not being accepted. This contributed to their withdrawal and to their decreased 
social participation. Research into loneliness suggests this as well.51  
 The dissatisfaction of the caregivers with the reduced social participation of the 
people they cared for resulted in a discrepancy in perspectives on social 
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participation between caregivers and the people they cared for. Disagreement 
about patient–caregiver needs52 and less favourable outcomes reported by 
caregivers in proxy reports are common53. In our study, the caregivers tended to 
respect the autonomy and wishes of people they cared for on the one hand, but 
encouraged them to be more socially active on the other hand. This represents the 
tension between what is supposed to be beneficial to people with cognitive 
problems and their own personal wishes. To enhance individual social 
participation, it is important to first get insight into the reasons for the decline of 
peoples’ social participation. Sometimes people withdraw as a consequence of 
dealing with their cognitive decline and accept these adaptations in their social 
participation due to changing personal circumstances. Then an intervention is 
required that is different from the intervention for people who withdraw as a result 
of a more passive attitude to reduce cognitive dissonance in older age. Most 
people with cognitive problems displayed both reasons, and most older caregivers 
showed the acceptance that reduced dissonance. This duality within and between 
people shows the complexity of social participation perspectives. It also raises the 
question whether social participation should always be encouraged. Although the 
definition for positive health includes social participation25, and social participation 
leads to health benefits54, these aspects of health cannot be considered solely as 
a rationale for intervening without respecting the individual’s autonomy55. 
Therefore, it is important to consider the individual’s true needs and desires and to 
discuss the social stigma associated with social participation as well as the level of 
support offered by the social and physical environment. 
 Social-environmental influences are mainly a result of 1) the size of the social 
network, 2) the way the social network copes with cognitive problems, and 3) the 
level of initiative presented by the social network. The social environment acts as 
an adaptive scale. Losing others is a threat to social participation because it 
results in a decrease of the social network and thus of interactions with others. The 
feeling of not being accepted as a result of cognitive problems, negative 
encounters, and others who stop initiating contact all lead to feelings of insecurity. 
As a result, to protect oneself from the consequences of cognitive problems and 
from negative encounters with others, people sometimes deliberately choose to 
refrain from social participation. Support from the social environment is therefore 
important to help keep people with cognitive problems socially active and engaged 
in activities.56. In our study, the caregivers often wanted to improve the social 
participation of the people they cared for. The main barrier they encountered was 
a lack of motivation to be socially active of the person they cared for. Cognitive 
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problems often led to a deterioration of social and behavioural skills and physical 
functioning. The inability to manage this decline most likely resulted in decreased 
self-confidence and self-efficacy, which contributed to their lack of motivation, as 
Sorensen and colleagues report as well.5 The feeling of not being accepted 
because of cognitive problems and negative encounters led to feelings of 
insecurity. As a result, to protect themselves from the consequences of cognitive 
problems and negative encounters, people sometimes deliberately chose to refrain 
from social participation. Physical environmental factors can also hinder social 
participation, which is a finding consistent with other studies among adults with 
various diseases.57,58 Furthermore, physical and cognitive inabilities interact with 
physical environmental conditions and activity-related preconditions, which 
influences social participation. This finding is also consistent with other studies 
among adults with various diseases.57,58  
 Our study shows that, to improve social participation, not only is encouragement 
of both the people with cognitive problems and their caregivers necessary, but 
their social and physical environment should also be adapted to their individual 
needs to prevent and overcome barriers to social participation. The Social 
Ecological Model59 provides a theory-based framework for promoting social 
participation within a social system, which addresses barriers at multiple levels and 
accounts for interactions between individuals and their environment. Promoting 
social participation requires a multifaceted approach that includes the following 
elements. It should be individual in addressing attitude and enhancing physical 
skills and intrapersonal in empowering the social network. It should be community-
related in encouraging stigma reduction and include people with dementia by 
means of age and dementia-friendly communities. It should be society-related in 
embracing the social health paradigm.27  
 Although dementia-friendly communities focus on decreasing the physical, 
cognitive, and social barriers for people with dementia in general, this policy is not 
tailored to individual preferences and needs, which are also essential elements.60 
Because dementia is a progressive disease, the patient’s social and functional 
skills deteriorate so that a greater amount of caregiving becomes necessary. This, 
in turn, threatens the social participation of the person with cognitive problems and 
the caregivers.10,61 Therefore, a collaboration of the person with cognitive 
problems and the caregiver, along with an adapted social62 and physical 
environment63, is needed to overcome these barriers for social participation.  
 Our study has some possible limitations. This research was embedded in 
research related to the user-oriented development of a new intervention 
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programme with a focus on improving social participation. While participants were 
interviewed after participation in the intervention, their perceptions on social 
participation were influenced by this experience, which may have caused bias 
during the interviews. The satisfaction and acceptance people with cognitive 
problems showed regarding their decreased social participation might be a result 
of failure to improve their social participation during the intervention due to 
cognitive decline. Also, selection bias may have occurred because people were 
given the opportunity to sign up for the research themselves. Most often, the 
caregiver initiated study participation because of dissatisfaction with the social 
participation of the people they cared for. The results of this study are therefore 
not generalisable to the general population of people with cognitive problems and 
their caregivers. 
 Response bias may also have occurred because the interviews involved both 
the person with cognitive problems and the caregiver at the same time. To avoid 
this bias, the interviewer tried to gather the individual opinions of both parties by 
asking follow-up questions and by looking at non-verbal communication signs of 
agreement and disagreement. As the results show, there was disagreement about 
the satisfaction with social participation of the persons with cognitive problems. On 
the whole, people with cognitive problems shared opinions with their caregiver, 
and vice versa.  
 
Conclusions and implications 
Most of the people with cognitive problems said they were satisfied with their 
reduced social participation, while most caregivers were dissatisfied with it. A 
discrepancy in perspectives of social participation between caregivers and the 
people they care for becomes a dilemma, especially for younger caregivers. A key 
element that might influence this discrepancy is a sometimes deliberate choice of 
people with cognitive problems to refrain from social participation to protect 
themselves from the consequences of cognitive problems and from encounters 
with others. To enhance individual social participation, it is important to first get 
insight into the reasons for the decline of peoples’ social participation. Analysing 
the factors influencing social participation resulted in five related themes: 
behavioural, physical, social environmental, physical environmental, and activity-
related. These themes represent a continuum of influencing factors that on one 
hand can act as barriers and on the other hand, as facilitators. This highlights the 
dynamics of social participation as an interaction between personal factors (the 
capacity to fulfil one’s potential and obligations and the ability to self-manage the 
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disease) and the social and physical environment in which social participation 
occurs.  
 This study extends the knowledge of social participation by providing insight into 
the perceptions older people with cognitive problems and their carers as well as 
it’s influencing mechanisms. Our study also contributes to the emerging theory of 
social health in relation to social participation. Follow-up research into intervention 
development aimed at achieving the promotion of social participation would benefit 
from the incorporation of these findings. We recommend applying knowledge 
about activity-related factors in practice in order to improve matching the activities 
with the wishes of people with cognitive problems. Further research is needed to 
investigate the behavioural adaptations that people with cognitive problems and 
their caregivers adopt in general as a result of cognitive problems (versus the 
selected population of our study). More insight into their true evaluations with 
regard to acceptance and satisfaction or dissatisfaction with these changes is 
needed. Insight into the mediating role of one’s entire social environment could 
help improve the social participation of people with cognitive problems, for which 
additional research is required.  
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The development and evaluation of the SF Programme followed the 
recommendations of the Medical Research Council (MRC).1 The MRC considers 
the process of development and evaluation of complex interventions as having 
several phases: the theoretical and modelling phase (phase I), the exploratory 
phase (phase II), the randomized controlled trial (phase III) and the phase of long-
term implementation (phase IV). During the development and evaluation of the 
intervention a cyclical process was applied. The development of phase I is 
described in this appendix, while the feasibility evaluation of phase II is described 
in the main text of the research article.  
 During the development of the SF Programme, we applied an approach 
involving healthcare and welfare professionals, and caregivers of people with 
cognitive problems. Scientific literature and brainstorm meetings with healthcare 
and welfare professionals were used to design this intervention (Table 1).  
 
Table 1 Data collection during the development of the SF Programme 
 
Phase I MRC-Framework 
1. Gather knowledge on the elements of the COTiD 
programme and Coach2Move strategy 
Review scientific literature, intervention programme 
manuals and consulting COTiD and Coach2Move 
experts 
2. Gathering expert opinions on the design of the 
intervention:  
a) The operationalisation of social participation  
b) Target population  
c) Programme components and principles  
d) Intervention delivery (process and content) 
e) Recruitment procedures 
Four brainstorms with the development group 
(professionals with various expertise and 
experience in dementia care) 
3. Design the SF Programme intervention, and a 
consecutive plan for evaluating the feasibility of 
the research design and define the outcome 
measures for the randomised pilot study.  
Throughout the development of the intervention the 
project team (the authors of this article) discussed 
in varying compositions the development process, 
feasibility and acceptability of the intervention and 
methods and instruments for evaluation. 
 
Elements of the COTiD programme and Coach2Move strategy 
The development process started with researchers identifying essential elements 
of both effective interventions (Table 2).  
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Table 2 Key elements of the COTiD programme and the Coach2Move strategy 
 
 COTiD programme Coach2Move strategy 
Problem 
analysis: 
narratives and 
observation 
Exploring couples’ history of roles, 
interests and daily routines, current 
activities, preferences, (in)abilities to 
perform relevant daily activities, problems 
in care giving, and coping strategies by 
using narrative interviewing 
techniques. Observing couples 
performance of relevant activities, use of 
skills and strategies, and caregivers’ 
supervising skills. Evaluation of physical 
and social barriers and facilitators in the 
environment. 
Exploring the question for help and the 
barriers and facilitators (physical, social and 
environmental) in relation to physical activity 
by using motivational interviewing 
techniques and physical assessment in 
an extensive intake based on a decision 
algorithm.  
 
Goal setting: 
selection, 
prioritisation 
and shared 
decision 
Choosing and prioritising meaningful 
activities the couples wish to improve 
during occupational therapy treatment 
based on a shared decision-making 
process during goal setting. 
 
Setting priorities in physiotherapy 
diagnosis and treatment by using an 
algorithm that emphasizes clinical 
reasoning. Shared decision-making on 
meaningful treatment goals focused on 
abrogating barriers and increasing physical 
activity conform own preferences. 
Intervention 
delivery: self-
management, 
empowerment 
and coaching 
towards 
meaningful 
participation  
Empowering couples to optimise tailored 
compensatory and environmental 
strategies to improve their performance of 
daily activities. Coaching primary 
caregivers in effective problem-solving, 
coping, and supervision strategies by 
means of cognitive and behavioural 
interventions to increase long term 
results. Focus on meaningful activities 
at home with assistance from caregiver 
and/or other family, friends and/or 
professionals. 
Stratified intervention by using three 
patient-tailored intervention profiles, aimed 
at overcoming barriers to become 
physically active, decreasing mobility 
problems and problems in activity and 
participation. Coaching on self- 
management and self-efficacy to increase 
long term results. Focus on meaningful 
activities at home with coaching from family 
and/or friends and/or professionals.  
 
The next step in the development process included establishing a development 
group for each community (Nijmegen and Deventer). This group consisted of 
professionals with various professional backgrounds with expertise and 
experience in dementia care: OT, PT, general practitioner (GP)care, elderly 
adviser, dementia case management, caregiver support, home care nursing, home 
based guidance, or volunteering for elderly people. During the iterative 
development and evaluation of the intervention, four brainstorm sessions were 
held. These sessions were recorded and transcribed verbatim, and the transcripts 
were thematically analysed. To ensure reliability, two researchers (HD;DV) 
independently coded two brainstorm meetings using Atlas.ti 7.1.4. The remaining 
data was coded by DV and this was checked by HD. These coding results were 
discussed and refined by the research analysts until consensus was reached. This 
resulted in identification of categories and main themes with regard to the 
operationalisation of social participation, target population, programme 
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components, intervention delivery and recruitment procedures. These themes 
were discussed in project team meetings with all authors. Based on these 
discussions, the intervention was designed and refined. 
 
Operationalisation of social participation  
Based on the discussions with the development group, the project team proposed 
to use a taxonomy for social participation as operational model in goal setting. Our 
operational model for social participation is: One’s involvement in social activities 
in which there is interaction with others in the society which makes one feels 
valued, attached to the community and gives meaning to someone’s life ( Figure 
2). The development group reached consensus on the setting of goals for the 
intervention; couples should formulate at least one goal on level two (being with 
others). Depending on couples’ personal situation, at least maintaining current 
social participation will be strived for.  
 
Figure 2 Operationalisation of social participation in the SF Programme 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Target population and inclusion criteria 
The professional experts advised to define the target population for the SF 
Programme as: 
 People with cognitive problems (with memory problems or dementia diagnosis) 
who experienced activity reduction, decreased social participation and/or or 
feelings of loneliness, according to their selves or to their caregivers. Experts 
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reached agreement on applying a pragmatic approach for inclusion of people 
with cognitive problems, instead of using a fixed age limit. 
 Primary caregivers who experienced activity reduction, decreased social 
participation and/or or feelings of loneliness for their selves caused by 
caregiving, or those who experienced these problems in the person they cared 
for. Active caregiver involvement was regarded as an important factor, both for 
support of the burdened caregiver who experiences a reduction in social 
participation, and also for teaching the caregiver strategies to improve the 
support they can provide to the person with cognitive problems.  
 
Programme components and principles 
During the brainstorm sessions, experts reached agreement on the following 
programme components and principles during different phases of the intervention.  
 Problem analysis and goal setting: the intervention should start with a 
comprehensive assessment involving both the person with cognitive problems 
and the caregiver, to discover the needs they have and what motivates and 
hinders them to participate socially. It was considered important to map 
personal narratives (working experience, hobbies, social roles), current 
preferences, and social networks of both the person with cognitive problems 
and the caregiver separately.  
 Goal setting: Client-centred goals should be derived from the thorough 
assessment during the problem analysis, and couples should be actively 
involved in prioritising and goal setting.  
 Intervention plan: the intervention should be tailor-made and demand-based, 
depending on the (latent) needs, wishes and possibilities of the couples. The 
intervention should be focused on supporting and training older people with 
cognitive problems in using compensational strategies in an effective way and 
thereby making use of adaptations in the physical and social environment. The 
caregiver should be supported and trained in problem solving and 
communication skills and in making tailor-made adaptations in the physical 
environment. Also, the need to involve a welfare professional to coach or  guide 
people towards social participation should be discussed. 
 Intervention delivery: people with cognitive problems and their caregivers should 
be stimulated to make their own choices and fulfil an active role during 
intervention delivery. Professionals should support them in their active role and 
should apply creative working methods to overcome financial, organisational, 
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components, intervention delivery and recruitment procedures. These themes 
were discussed in project team meetings with all authors. Based on these 
discussions, the intervention was designed and refined. 
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Figure 2 Operationalisation of social participation in the SF Programme 
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reached agreement on applying a pragmatic approach for inclusion of people 
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social and physical barriers associated with social participation, and they should 
adapt activities to make them more suitable.  
 Sustainability: professionals should discuss the introduction and involvement of 
volunteers, persons from couples’ own social network or professional welfare 
professionals as part of the intervention to reach sustainability on the longer 
term.  
 
Intervention delivery (process and content) 
Professional experts agreed with the project group on creating a healthcare and 
welfare alliance for intervention delivery, in which the OT fulfils a coordinating role:  
 The OT starts the SF Programme with a thorough problem analysis (as 
described under c), which is continued by the  PT when OTs’ problem analysis 
includes goals on the field of mobility, physical functioning or physical activity. If 
problems were on the field of social activities and social support this was 
continued in collaboration with welfare professionals.   
 Subsequently, the OT takes the lead in coordinating the interdisciplinary 
collaboration by first combining the different treatment goals of the OT and PT 
and welfare professionals in one overall intervention plan. 
 OT and PT combine active treatment methods with exercises to improve 
strategies, skills, bodily functions and movement of the couples using coaching 
methods focused on improving the self-confidence, self-efficacy, and self-
management of couples. During the intervention, the GP continues to provide 
primary care as usual. 
 The OT discusses supporting the implementation of the treatment plan with the 
welfare professionals. Because the welfare professional has an overview of the 
(social) structure of a community, he or she should thus be able to connect 
couples with other people and/ or activities. Moreover, the welfare professional 
can also provide practical support in achieving couples’ goals, such as active 
guidance towards activities or the recruitment of volunteers to unburden the 
caregiver.  
 
The experts stressed the importance for professionals involved in intervention 
delivery to become familiar with each other’s working methods and roles in the 
intervention, which requires initial time investment. Furthermore, experts advised 
the professionals to discuss mutual expectations and make appointments on task 
distribution, the sharing of information (what and when) and the way of 
communicating (how) before the start of the intervention. 
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Recruitment procedures 
Recruitment is preferably organised through intermediaries, according to the 
experts and couples. These intermediaries are the healthcare and welfare 
professionals who personally inform the people whom they have a trusting 
relationship with, and they can consecutively subscribe them to the intervention. 
Examples of these professionals are: geriatricians, home care nurses, GPs, 
dementia casemanagers, caregiver supporters and welfare professionals. Based 
on expert opinions, the project group decided to start the recruitment for the 
intervention on small scale by informing professionals with affinity for the targeted 
population and who are familiar with the Social Fitness professionals. The expert 
group agreed on extending recruitment by means of promotional activities directed 
at the targeted population, for instance during Alzheimer cafes and by using a 
mobile facility (a cargo bike) with information on social activities, and as part of 
these the SF Programme for community dwelling elderly.   
 
Design the SF Programme intervention and evaluation plan 
During the iterative intervention development and evaluation, the project team had 
to opportunity to adapt and refine protocols and communication materials to 
improve implementation. The difficulties in explaining the tailor-made content of 
the multidisciplinary intervention to couples as experienced by healthcare and 
welfare professionals resulted in the development of improved communication 
materials. An improved information flyer and a poster were developed (after a 
group meeting with nine caregivers), which better connected with the target 
population and contained more clear information on the intervention. Additionally, 
a separate flyer was designed by the project team, directed at and distributed to 
healthcare and welfare professionals, explaining research inclusion procedures. 
To empower the interdisciplinary collaboration between OTs and welfare 
professionals, the project team described the welfare professionals’ role during the 
intervention more elaborate in the intervention manual. Additionally, we prescribed 
the timing of interdisciplinary consultation and specified the leading role of the OT 
with regard to deploying other disciplines. The project team designed and refined 
the interdisciplinary intervention programme (Figure 1). The main text of this article 
involves the feasibility evaluation of this version of the SF Programme.  
 
Reference 
1. Craig P, Petticrew M. Developing and evaluating complex interventions: reflections on the 2008 MRC 
guidance. Int J Nurs Stud 2013; 50(5): 585-7. 
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Abstract  
Objective: We developed a tailor-made intervention aimed at improving social 
participation of people with cognitive problems and their caregivers. This 
programme consists of an integration of healthcare and welfare interventions: 
occupational therapy, physiotherapy and guidance by a welfare professional. This 
article describes the feasibility evaluation of this Social Fitness Programme.  
Methods: Feasibility in terms of acceptability, demand, implementation, 
practicability and limited efficacy was evaluated based on experiences from 
professionals (programme deliverers), people with cognitive problems and their 
caregivers (programme recipients). We used qualitative research methods (focus 
group discussions, interviews, collection of treatment records) and applied 
thematic analyses.  
Results: The intervention was feasible according to stakeholders, and limited 
efficacy showed promising results. However, we found feasibility barriers. First, an 
acceptability barrier: discussing declined social participation was difficult, hindering 
recruitment. Second, a demand barrier: some people with cognitive problems 
lacked motivation to improve declined social participation, sometimes in contrast to 
their caregivers’ wishes. Third, implementation and practicability barriers: shared 
decision-making, focusing the intervention and interdisciplinary collaboration 
between healthcare and welfare professionals were suboptimal during 
implementation. 
Discussion: Although this intervention builds upon scientific evidence, expert 
opinions and stakeholder needs, implementation was challenging. Healthcare and 
welfare professionals need to overcome obstacles in their collaboration and focus 
on integrated intervention delivery. Also, they need to find ways to (empower 
caregivers to) motivate people with cognitive problems to participate socially. After 
modifying the intervention and additional training of professionals, a consecutive 
pilot study to assess feasibility of the research design and outcome measures is 
justified. 
 
 
 
 
 
 
 
 
  Feasibility evaluation of the Social Fitness Programme  
57 
Introduction  
Because social participation is considered to be an element of health and well-
being1 and a central theme for good quality of psychosocial dementia care,2 
empowering the ageing population is advocated.3 Research on the subject is 
promoted,4 because studies on the effectiveness of interventions aimed at 
improving or preserving social participation are scarce.5,6 Also, little is known on 
how people with cognitive problems and their caregivers perceive their 
participation in social life and what factors are of influence.7 Therefore, we 
performed a qualitative study8 which showed that not only stimulation of people 
with cognitive problems and their caregivers is needed to improve their social 
participation, but also their social and physical environment should be adapted to 
their individual needs to overcome barriers, such as fear for being confronted with 
their cognitive decline and social stigmatising.  
 We developed an intervention to improve social participation; the Social Fitness 
Programme (SF Programme, Figure 1). The developmental process is described 
in Appendix 1. This intervention incorporates effective elements of psychosocial 
interventions in dementia: tailor-made, personalised9,10, multi-component11,12, 
community-based13, including feasible goals14,15, and incorporate shared decision 
making during goal setting and intervention delivery16,17,18. Our operational model 
for social participation is involvement in social activities in which there is interaction 
with others in the society which makes one feels valued and attached to the 
community and gives meaning to someone’s life.19-21 Six levels of involvement are: 
1) doing an activity in preparation for connecting with others; 2) being with others, 
3) interacting with others without doing a specific activity with them, 4) doing an 
activity with others, 5) helping others, and 6) contributing to society19.  
 The Occupational Therapist (OT) starts the intervention with a thorough problem 
analysis according to the Community Occupational Therapy in Dementia (COTiD) 
intervention. COTiD showed to be effective in improving quality of life, functional 
performance and participation in everyday activities for people with cognitive 
problems, while reducing caregiving burden.22-24 The analysis includes the 
formulation goals which represent the social activities which are relevant and 
important to the individual person. When OTs’ problem analysis detects barriers in 
mobility, physical functioning or physical activity, the physical therapist (PT) 
continues with specified goal setting according to the person-centred 
Coach2Move-protocol. Coach2Move is cost effective in increasing physical activity 
and quality of life, while reducing frailty.25-27 OT and PT interventions combine 
active treatment methods with exercises to improve strategies, skills, bodily 
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functions and physical activities using coaching methods focused on improving the 
self-confidence and self-management. The OT discusses the treatment plan with 
welfare professionals (WP, i.e. social workers, elderly advisor), who provide 
practical support in achieving goals. The SF Programme contains up to two home 
visits a week during three months. On demand, guidance by WPs can be 
extended after three months.  
 The aim of this study is to evaluate feasibility28 of the SF Programme in terms of 
acceptability, demand, implementation, practicability and limited efficacy based on 
experiences of healthcare and welfare professionals, people with cognitive 
problems and their caregivers. Acceptability refers to suitability according to 
programme deliverers and recipients; demand is the extent the SF Programme is 
likely to be used; implementation addresses intervention delivery; practicability 
refers to the extent the intervention is carried out as intended and limited efficacy 
addresses the promise the SF Programme shows of being successful. 
 
Methods 
Research design 
The development and evaluation of the SF Programme followed the 
recommendations of the Medical Research Council.29 During the development and 
evaluation of the intervention, a cyclical process was applied. The development 
(phase I, theoretical and modelling phase) of the SF Programme is described in 
Appendix 1. The feasibility evaluation (phase II, exploratory phase) is described in 
this research article. 
 
Study population and recruitment 
The feasibility evaluation involved two stakeholder groups: 
Couples. (1) Community-dwelling older people with cognitive problems (MMSE 10-
24 30 who wished to maintain or improve their social participation; (2) their primary 
caregivers who wished to maintain or improve their own social participation or the 
social participation of the people they cared for. Couples formulated at least one 
social participation goal on level two (being with others). Couples were excluded if 
they were not capable of completing the self-assessment forms (i.e. due to 
language problems), suffered from co-morbidity with symptoms that interfered with 
actively taking part in the intervention (e.g. BPSD, hospital admission) and 
received PT according to the Coach2Move protocol or OT according to COTiD in 
the last 6 months. Healthcare and welfare professionals from general practices, 
memory clinics, home care organisations, social welfare organisations for elderly 
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and meeting centres for people with dementia and caregivers provided people with 
oral and written information on the study. Couples who were willing to participate 
were contacted by the coordinating OTs (one in each city) who explained study 
procedures and checked inclusion criteria. All couples who were willing to 
participate and who met inclusion criteria enrolled in the study (n=14) after signing 
an informed consent declaration. 
 Professionals. We selected and recruited OTs, PTs and WPs from two cities in 
the Netherlands, through two OT practices, four PT practices and two welfare 
organisations. These professionals were already facilitated for working together in 
communities of the city, by local policy and/or infrastructure. Recruited OTs were 
experienced with the COTiD programme, recruited PTs were willing to follow a 
one-day training on Coach2Move and all professionals were willing to attend an 
education session on the SF programme. Additionally, all professionals had over 
2-year experience in guiding people with cognitive problems. 
 
Data collection 
The feasibility study was performed in two rounds: (1) between October 2012 and 
March 2013 and (2) between April and September 2013. Data were gathered at 
the end of every round, using a combination of methods for data collection (Table 
1). Feasibility with regard to implementation was evaluated through analysing OT 
and PT treatment records using a predefined checklist. Feasibility according to 
professionals with regard to demand, acceptability and practicality was evaluated 
using group discussions. Feasibility according to couples with regard to demand, 
acceptability and limited efficacy was evaluated using interviews, during which 
questions were posed to each of them separately. 
 
Data analysis 
After obtaining oral informed consent, all qualitative data (four focus groups and 13 
interviews) were recorded and transcribed verbatim. These transcripts and 23 OT 
and PT treatment records were thematically analysed through a content analysis.31 
To ensure reliability, two researchers (HD;DV) independently coded two focus 
groups and five interview transcripts, using Atlas.ti 7.1.4. The remaining data was 
coded by DV, and this was checked by HD. These coding results were discussed 
and refined by the research analysts until consensus was reached. This resulted in 
identification of categories and main themes separately for the two different 
stakeholder groups which were discussed in project team meetings with all 
authors. 
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Results 
Feasibility with regard to implementation of the SF Programme (analysis of 
the treatment records) 
Referral to the intervention. Sixteen couples were referred to the intervention, and 
two couples declined participation; in one case as a result of co-morbidity and a 
complex care situation, in the other case because the person with cognitive 
problems perceived the intervention as too complex to comprehend. 
Characteristics and reasons for referral are presented in Table 2. In six cases, only 
the caregivers felt that the person they cared for should be more active; in three 
cases, the couples agreed on the need for activating the person with cognitive 
problems, and one person with cognitive problems indicated the wish to increase 
own social participation. Two couples participated for reasons related to physical 
barriers for social participation. 
 Problem analysis. Twelve OT records described the use of narrative 
occupational interview instruments during the problem analysis, and 10 records 
described data resulting from observations (data from 13 OT records). Eleven 
couples experienced problems in performing daily activities due to a decline in 
cognitive or physical abilities. Seven couples reported decreased psychological 
well-being due to loss of appreciation, loss of social contacts or loss of abilities. 
Nine people with cognitive problems showed signs of passive behaviour (i.e. fewer 
interactions with others or a decrease in activity), and five of them did not 
recognise their cognitive problems. Seven caregivers reported increasing 
demands on the delivery of care, with regard to frequency and/or intensity. Eleven 
participants were referred to the PT because of decreased physical activity levels 
or physical problems (lack of muscle strength, decreased stamina) and incorrect 
use of walking aids (data from 10 PT records). 
 Treatment goals. Within the goal setting phase, priorities for the intervention 
were set (Table 3). Based on shared decision making, all couples formulated 
multiple intervention goals, ranging from a total of four to nineteen goals per 
couple, with a range of 1 to 5 goals and a median of 2,5. In total, 34% of all goals 
(38 from a total of 111 goals) comprised increasing social participation. After 
prioritising, all couples included at least one goal for social participation on level 
two on our operational model for social participation. 
 Intervention delivery. OT and PT treatment records were studied to ascertain 
the themes of intervention delivery (Table 3). Nine out of fourteen couples did not 
complete the COTiD programme within three months, and six out of eleven people 
did not finish the PT intervention within three months according to protocol.  
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problems perceived the intervention as too complex to comprehend. 
Characteristics and reasons for referral are presented in Table 2. In six cases, only 
the caregivers felt that the person they cared for should be more active; in three 
cases, the couples agreed on the need for activating the person with cognitive 
problems, and one person with cognitive problems indicated the wish to increase 
own social participation. Two couples participated for reasons related to physical 
barriers for social participation. 
 Problem analysis. Twelve OT records described the use of narrative 
occupational interview instruments during the problem analysis, and 10 records 
described data resulting from observations (data from 13 OT records). Eleven 
couples experienced problems in performing daily activities due to a decline in 
cognitive or physical abilities. Seven couples reported decreased psychological 
well-being due to loss of appreciation, loss of social contacts or loss of abilities. 
Nine people with cognitive problems showed signs of passive behaviour (i.e. fewer 
interactions with others or a decrease in activity), and five of them did not 
recognise their cognitive problems. Seven caregivers reported increasing 
demands on the delivery of care, with regard to frequency and/or intensity. Eleven 
participants were referred to the PT because of decreased physical activity levels 
or physical problems (lack of muscle strength, decreased stamina) and incorrect 
use of walking aids (data from 10 PT records). 
 Treatment goals. Within the goal setting phase, priorities for the intervention 
were set (Table 3). Based on shared decision making, all couples formulated 
multiple intervention goals, ranging from a total of four to nineteen goals per 
couple, with a range of 1 to 5 goals and a median of 2,5. In total, 34% of all goals 
(38 from a total of 111 goals) comprised increasing social participation. After 
prioritising, all couples included at least one goal for social participation on level 
two on our operational model for social participation. 
 Intervention delivery. OT and PT treatment records were studied to ascertain 
the themes of intervention delivery (Table 3). Nine out of fourteen couples did not 
complete the COTiD programme within three months, and six out of eleven people 
did not finish the PT intervention within three months according to protocol.  
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The OT coordinated the interdisciplinary collaboration including sharing of 
information with the couples’ GP, the PT and WP. OTs shared information on the 
problem analysis directly, and information on the results of the treatment after the 
treatment had finished, mainly via e-mail. Four people with cognitive problems 
already received PT treatment from a PT who was not involved in the delivery of 
the SF Programme, and one of them was willing to temporarily switch to a PT. The 
other PTs were not involved, because the OTs were hesitant to contact them since 
they were not included in the collaboration. Seven OT records described the active 
involvement of WP during and after OT treatment for the purpose of finding 
suitable social activities and guiding people towards participation (n=4), for the 
recruitment of a volunteer to go along with activities (n=2) or for the purpose of 
having conversations with (n=1). 
 
Feasibility according to professionals (analysis of focus group discussions) 
Demand. Professionals experienced difficulties in motivating the target population 
towards participation in the SF Programme. First, discussing cognitive problems in 
relation to social participation with people who did not have dementia diagnosis 
was difficult, due to denial or lack of acceptance of cognitive problems. Second, 
many people with cognitive problems lacked motivation to improve their social 
participation. Caregivers were more often motivated to participate as a result of 
dissatisfaction with the social participation of the person he/she cared for. Third, 
caregivers often experienced a high burden already, and they feared that this 
burden would increase if they would participate in this study. Fourth, professionals 
experienced difficulties in explaining the tailor-made multidisciplinary content of the 
intervention to couples in a way that was easy to understand. However, 
professionals whom couples had a trusting relationship with were successful in 
discussing participation to the study. 
 Acceptability. The professionals involved in referring people to the SF 
Programme experienced the explicit goal setting on social participation as 
valuable. 
Referring professional “I considered the SF Programme to be an 
additional opportunity for clients, especially those without dementia 
diagnosis.” 
 
PTs also highly valued the focus on social participation, compared to regular 
physiotherapy. The OT, PT and WP involved in intervention delivery evaluated 
working together through an integrative approach as having additional value. 
Feasibility evaluation of the Social Fitness Programme 
65 
PT “What I like about the programme is the interdisciplinary approach, 
every professional thinks from his or her own point of view.” 
 
Moreover, professionals believed that intervention delivery at home was of 
additional value because it enabled them to tailor the intervention to daily 
circumstances, which makes it client centred. Also, active focus on the caregiver 
had an added value, not only for the support of the caregiver but also for the 
support of the person with cognitive problems by the caregiver. 
 Practicability. The professionals’ working methods and the proposed role 
distribution were perceived as complementary, although some experienced a lack 
of knowledge on the working methods as applied by the other professionals 
involved. Additionally, most WPs experienced a lack of clarity on their exact own 
role. Although it required additional time investment, interdisciplinary consultation 
between OT and PT was generally well arranged within the predefined network, 
and this was positively evaluated. The transfer of knowledge from OT and PT to 
WP was more difficult, especially when roles and methods were perceived as 
overlapping. Also, timing of actively involving the WPs in intervention delivery by 
coordinating OTs (i.e. after the problem analysis or after OT had finished COTiD) 
led to discussion among OTs and WPs. 
 The most important hindering factors during the small-scale implementation of 
the SF Programme were transferring people already working with a general PT to 
an intervention PT, limited availability of appropriate social activities and financial 
disincentives. Factors facilitating intervention delivery were positive experiences 
during intervention delivery, improved relationships between professionals and the 
availability of appropriate social activities (Table 4). 
 
Table 4 Hindering and facilitating factors with regard to intervention delivery 
 
Hindering factors Facilitating factors 
 Difficulty in transferring couples to a PT involved 
in delivering the SF Programme when they 
already received PT treatment  
 Experience of improvements in couples’ 
functioning and social participation during 
intervention delivery 
 Limited organised social activities which are 
suitable for people with cognitive problems 
 Improved professional relationships with 
professionals referring to the SF Programme 
 Difficulty in finding appropriate social activities 
that match with individual preferences 
 Offer of low cost opportunity for physical activity 
by PT practice  
 Costs for OT and PT: couples’ do not always 
have (full) insurance (PT) and sometimes first 
need to pay own contribution (OT) 
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the SF Programme were transferring people already working with a general PT to 
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during intervention delivery, improved relationships between professionals and the 
availability of appropriate social activities (Table 4). 
 
Table 4 Hindering and facilitating factors with regard to intervention delivery 
 
Hindering factors Facilitating factors 
 Difficulty in transferring couples to a PT involved 
in delivering the SF Programme when they 
already received PT treatment  
 Experience of improvements in couples’ 
functioning and social participation during 
intervention delivery 
 Limited organised social activities which are 
suitable for people with cognitive problems 
 Improved professional relationships with 
professionals referring to the SF Programme 
 Difficulty in finding appropriate social activities 
that match with individual preferences 
 Offer of low cost opportunity for physical activity 
by PT practice  
 Costs for OT and PT: couples’ do not always 
have (full) insurance (PT) and sometimes first 
need to pay own contribution (OT) 
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Feasibility according to participating couples (analysis of interviews) 
Demand. The motivation to participate most often (in six cases) originated from 
caregivers’ dissatisfaction with the current level of social activities of the person 
he/she cared for. 
Caregiver “As long as she stops sitting on the couch all day I will be 
satisfied, no matter what it takes”. (i6) 
 
Other reasons for caregivers to participate were the wish to receive guidance to 
relieve experienced burden, and the desire to remain living together in their own 
homes. Four people with cognitive problems indicated they participated because 
they were dissatisfied with their own level of social participation. Other persons 
with cognitive problems participated in the intervention because they experienced 
physical problems, hindrances due to their cognitive problems, or because they 
were encouraged to participate by their caregiver. 
 Acceptability. On the whole, couples positively evaluated the suitability of the SF 
Programme. The programme addressed couples’ own preferences, and couples 
were positive on the help they received at home from different professionals, each 
having their own expertise. OTs advice for the caregiver on dealing with memory 
problems was highly valued, as well as PTs treatment for improving physical 
functioning, and WPs’ guidance in encouraging participation.  
 However, some couples experienced the presence of different professionals in a 
short period of time as a burden. They lacked overview, and they sometimes 
experienced difficulties in remembering professionals’ names and the purpose of 
the treatment. Some couples felt that they had to answer too much personal 
questions, sometimes repeatedly to different professionals involved. A few couples 
did not see the value or the usefulness of OTs observing them during activities or 
of executing PTs prescribed exercises at home. Depending on their healthcare 
insurance and individual healthcare use, some couples had to contribute 
financially which they experienced as a negative aspect of the intervention. 
 
Limited efficacy. For most of the people with cognitive problems, it was difficult to 
explain what actual results of participation in the intervention were. 
Interviewer “Would you be able to explain what has changed?” Person 
with cognitive problems: “Well, I believe I have changed.” Caregiver: “But 
to achieve that it was necessary for someone to intervene.” (i1)  
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Caregivers indicated helpful outcomes of OT to be having an overview of the 
situation and current problems, being informed on dementia and its consequences 
and receiving practical advice in daily life. PT treatment generally resulted in clear 
changes and improvements in physical abilities, according to the couples. 
Opinions on WPs varied: several couples were satisfied with the help they 
received; one caregiver was dissatisfied with the directive way in which she was 
approached and two other couples indicated disappointment because the 
mediation towards finding a volunteer was unsuccessful. Eleven people with 
cognitive problems, with or without their caregivers, attended new (social) activities 
during the SF Programme. However, interviews also revealed difficulties in finding 
recurrent organised activities which connected to the couples’ possibilities and 
preferences. Some caregivers indicated to be disappointed and had expected 
greater improvements on social participation of the persons they cared for, but 
they seemed to have accepted the situation. 
Caregiver “She does not feel like doing anything, but that is part of the 
disease I understand.” (i6) 
 
Discussion 
This study shows that the SF Programme was feasible according to professionals 
and couples. A major barrier was related to implementation: although healthcare 
and welfare professionals perceived their working methods as complementary, 
struggles arose with overlapping tasks and roles, especially between allied 
healthcare professionals and social welfare professionals with little experience 
working together. It seemed that professionals did not incorporate shared 
decision-making principles to their full extent, and the coordinating OTs could 
improve the integration of different care plans. Before future implementation, 
special attention is needed to interdisciplinary collaboration and communication. 
All professionals involved in intervention delivery should be educated on helping 
clients setting priorities and reducing the number of intervention goals, to realise 
the couples are able to self manage and reach their goals. Moreover, 
professionals should apply more creative solutions to match couples’ desires for 
social participation with existing opportunities, for instance by using resources from 
couples’ own social network. 
 Another barrier relates to problems in motivating people to participate in the 
intervention. This is in accordance with results from our previous study,8 in which 
people with cognitive problems often lacked internal need to be socially active. 
Professionals displayed difficulties in discussing decreased social participation and 
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its improvement with couples, which is an important educational issue. As a result, 
couples were often referred to the SF Programme for other reasons than their 
declined social participation, such as the need for support in daily activities at 
home. Nevertheless, during the shared goal setting phase, all participants 
formulated at least one goal on social participation. Goals on dealing with physical 
and cognitive problems, improving activities of daily living, improving caregiving 
skills and increasing knowledge on cognitive problems were also formulated. In 
our operational model of social participation, these goals can be regarded as 
preconditions to achieve social participation on a higher level. During the onset of 
the intervention delivery by OT and PT, they focussed mainly on this preparatory 
level of social participation. As a result, improved social participation could not be 
achieved within the planned three months, but required interdisciplinary guidance 
during six months of intervention delivery. The focus of OT and PT in reaching 
preconditions for social participation first, as requirement for participation in actual 
social activities also explains the diminished role of WPs during the first three 
months of intervention delivery: before guiding people towards social activities, 
preconditions had to be achieved. 
 Due to the individualised focus of the intervention responding to the variety in 
personal needs and in domains of personal goals on social participation, potential 
effectiveness of the SF Programme can best be measured using a client-centred 
outcome measure. The self-perceived performance and satisfaction rating of 
important meaningful activities of the client-centred Canadian Occupational 
Performance Measurement32 seems to fit the intervention best.  
 Our study has several strengths and limitations. A strength of this intervention 
programme lies in the evidence-based methods used and also in the systematic 
procedure of the intervention development and feasibility evaluation. The use of 
semi-structured interview methods in this study provided valuable insights into 
additional understanding of experiences by both stakeholder groups. To increase 
validity of our data, two researchers were involved in analysing the data, and 
results were discussed with the entire project team. A limitation of this study is 
associated with potential bias during recruitment by healthcare and welfare 
professionals. Because referring professionals reported problems in discussing 
declined social participation with couples, they may have focused on other aspects 
during recruitment than on identifying couples’ social needs. As a result, 
influencing couples expectations of the intervention and shifting focus from social 
participation towards more physical and instrumental focus. 
Feasibility evaluation of the Social Fitness Programme 
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 Another limitation refers to response bias which might have occurred during 
data collection. The person with cognitive problems and the caregiver were 
interviewed at the same time. Although the interviewer stimulated both participants 
to provide their own opinions, the presence of a third person might have influenced 
answers given. During the focus groups with professionals, all healthcare and 
welfare professionals involved in intervention delivery at one community were 
present. This might have influenced opinions expressed by professionals, for 
instance when evaluating suboptimal interdisciplinary collaboration. However, 
critical evaluations regarding professionals’ own roles and the roles of others were 
discussed vividly. 
 Based on the experiences gathered during this feasibility evaluation, we will 
optimise the intervention by addressing the important issues from this evaluation in 
a refined adapted intervention manual. Moreover, we are aware that it will be 
necessary to train the professionals involved in intervention delivery in integrated 
care planning, shared decision making and helping couples set priorities. We will 
also monitor the intervention delivery closely in the next step to be able to coach 
professionals during the intervention delivery and to enhance treatment fidelity and 
treatment enactment.33-36 We will do so while performing the rest of Phase II of the 
MRC framework, by evaluating the SF Programme through a small single blind, 
randomised controlled pilot study to test feasibility of research design, outcome 
measures and to derive effect sizes.28 
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Abstract 
Objectives: In randomized controlled trials, two endpoints may be necessary to 
capture the multidimensional concept of the intervention and the objectives of the 
study adequately. We show how to calculate sample size when defining success 
of a trial by combinations of superiority and/or non-inferiority aims for the 
endpoints. 
Study Design and Setting: The randomized controlled trial design of the Social 
Fitness study uses two primary endpoints, which can be combined into five 
different scenarios for defining success of the trial. We show how to calculate 
power and sample size for each scenario and compare these for different settings 
of power of each endpoint and correlation between them. 
Results: Compared to a single primary endpoint, using two primary endpoints often 
gives more power when success is defined as: improvement in one of the two 
endpoints and no deterioration in the other. This also gives better power than 
when success is defined as: improvement in one prespecified endpoint and no 
deterioration in the remaining endpoint. 
Conclusion: When two primary endpoints are equally important, but a positive 
effect in both simultaneously is not per se required, the objective of having one 
superior and the other (at least) non-inferior could make sense and reduce sample 
size. 
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Introduction 
In randomized controlled trials, the use of one primary endpoint is common when 
two treatments are compared.1 However, sometimes, the intervention can only be 
considered better than the control treatment when multiple objectives are 
satisfactorily met simultaneously (combined objectives). Such combined objectives 
may occur when the use of two primary endpoints is clinically relevant and 
necessary to capture success of the intervention over control adequately.2 
Examples are:  
1) Cost of intervention vs. effectiveness dilemma;3 
2) Geriatric physical therapy which aims to improve physical activity both at 3 and 
at 6 months after start of the intervention;4 
3) Asthma treatment in geriatric patients which aims to improve asthma control and 
health-related quality of life;5,6 
4) Occupational therapy for older individuals with dementia and their caregivers 
which aims to improve daily functioning of people with dementia and sense of 
competence of their caregivers7; 
More subtle examples of how two primary endpoints can be used to capture 
success of a trial arise when intervening on social participation such as in the 
Social Fitness study. Social participation is an important element of health and 
wellbeing,8,9 and it is often reduced in people with cognitive problems.10-14 Both the 
target and the target population give raise for using two primary endpoints as we 
explain below. First, in the Social Fitness study, social participation refers to: one’s 
involvement in social activities in which there is interaction with others in the 
society which makes one feels valued, attached to the community, and gives 
meaning to someone’s life.15-17 In our preceding study, we distinguished two 
dimensions of social participation: feeling and doing. Feeling refers to the 
subjective evaluation of satisfaction with one’s own social participation, whereas 
doing refers to the more objective evaluation of the extent to which a person 
actually performs social activities. Furthermore, not only people with cognitive 
problems but also their caregivers were targeted in the Social Fitness study. It is 
know from studies evaluating effects of an Occupational Therapy intervention7 
caregivers play an important role in providing supervision needed to sustain 
performance of daily activities. 
As a result, combined objectives make more sense as explained below. 
 Social participation includes two dimensions, related to feeling and doing, 
detecting changes in social participation therefore requires measurement of 
both dimensions at the same time through a combined objective. 
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 As psychosocial interventions generally focus both on the person with cognitive 
problems and on their primary caregiver,18 referred to as a couple, success in 
such interventions can be measured using criteria in which the social 
participation of both the individual members improves. 
 Another example of the use of combined objectives on patients’ social 
participation includes combining views: a person with cognitive problems can 
evaluate his or her own social participation, and the primary caregivers can 
evaluate social participation of the person he or she cares for, as a proxy. 
In general, several combined objectives can be formulated for two primary 
endpoints in terms of improvement (superiority) and no deterioration (non-
inferiority): 
1) Improvement in one of the endpoints; 
2) Improvement in both endpoints; 
3) Improvement in the first endpoint and no deterioration in the second endpoint; 
4) Improvement in the second endpoint and no deterioration in the first endpoint; 
5) Improvement in one of the endpoints and at least no deterioration the other 
endpoint (i.e., the endpoint that should improve is not specified a priori). 
Each of the scenarios above requires a different sample size calculation. The first 
four situations outlined above were previously discussed19 for individually 
randomized trials, but the fifth seems to be new. In this article, we show how to 
calculate power for all scenarios using two endpoints and extend these to 
randomized trials where clustering in one or both of the arms is present. We will 
illustrate this by calculating power for two primary endpoints related to social 
participation in the Social Fitness study, which is an illustration of scenario 5. 
 
Methods 
In the Social Fitness trial, the Social Fitness Program (SFP) was compared with 
care as usual (CAU). The client-centred Canadian Occupational Performance 
Measurement (COPM)20,21 was selected as the primary outcome to measure the 
two dimension of social participation (doing and feeling) at the same time. The 
COPM includes two domains: (1) perceived performance capacity, which relates to 
the social participation dimension of doing and (2) satisfaction with performance, 
which relates to the social participation dimension feeling. After participants 
formulated goals on social participation during a semistructured interview, they 
scored their performance and their satisfaction with their own goals. Scores range 
from 1 to 10, higher scores indicate better performance and more satisfaction. We 
considered a 1 point or more improvement of SFP over CAU as clinically relevant, 
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based on the changes in premeasurement and postmeasurement of earlier studies 
using COPM as an outcome measure.22,23 Moreover, we considered a decrease of 
up to 1 point or less as no deterioration. Another way of saying this is that the 
noninferiority margin for satisfaction was -1.24 Each of the five objectives regarding 
the two primary endpoints (performance and satisfaction) can be illustrated by its 
“success region”. A “success region” is the region where the defined objective is 
met (Figure 1B-1F, page 78). 
 Figure 1A illustrates a situation in which SFP statistically significantly (1) 
improves performance over CAU, but (2) does not improve satisfaction. The first is 
clear because the difference in performance between SFP and CAU 
(∆performance), and its 95% confidence interval is to the right of the vertical line at 
0; the second follows because the 95% confidence interval for the difference in 
satisfaction between SFP and CAU (∆satisfaction) is not above the horizontal line 
at 0, but crosses it. Using this situation as example, we now discuss whether the 
combined objectives 1-5 are met. 
 
Improvement in one of the endpoints 
As SFP statistically significantly improves performance, we can conclude that the 
objective “improvement in (at least) one of the endpoints performance and 
satisfaction” is met. Another way of describing this is that the simultaneous 
confidence interval for performance and satisfaction (depicted by the ‘cross’) 
lies entirely in the gray region of Figure 1B.  
 
Improvement in both endpoints  
As satisfaction is not improved, it is clear that the objective of “improvement in the 
performance and improvement in the satisfaction” is not met. This is also clear, 
because the simultaneous confidence interval does not lay entirely in the success 
region of this objective (Figure 1C).  
 
Improvement in the first endpoint, no deterioration in the second endpoint  
The objective of “improvement in the performance and no deterioration in 
satisfaction” requires to specify what is meant with “no deterioration in satisfaction” 
via a non-inferiority margin.  For the case illustrated in Figure 1D, the (horizontal) 
confidence interval for performance lies to the right of 0 and the (vertical) 
confidence interval for satisfaction lies above the non-inferiority margin, so the 
objective of “improvement in performance and no deterioration in satisfaction” is 
met (Figure 1D).   
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Improvement in the second endpoint, and no deterioration in the first 
endpoint  
Similarly, Figure 1E illustrates the success region for “no deterioration in 
performance and improvement in satisfaction”. As the simultaneous confidence 
interval for performance and satisfaction does not lie completely within this 
region, this objective is not met.  
 
Improvement in one of the endpoints, and at least no deterioration in the 
other (i.e. the endpoint that should improve is not specified a priori) 
Finally, the objective “improvement in one of the endpoints and no deterioration in 
the other” is met as the simultaneous confidence interval lies within the 
corresponding success region (Figure 1F). 
 Type I error is controlled for in the five scenarios by the testing procedure as 
described above. The type I error is the probability that the H0 hypothesis is 
rejected while H0 is true. Taking objective 1 (Figure 1B) as an example, this means 
that the ‘cross’ is anywhere in the success region (gray in Figure 1B) while the true 
combination (performance, satisfaction) is some fixed point of the H0 hypothesis 
region (white in Figure 1B), for example (performance=0, satisfaction= -0.3). 
The latter means that the joint (i.e., simultaneous) probability distribution of 
(performance, satisfaction) is centred at (0,-0.3). By the central limit theorem, 
this distribution is bivariate normal with mean (0,-0.3) and spread characterised by 
the standard errors SE(performance) and SE(satisfaction) for sufficiently large 
samples. Then the probability that simultaneously performance deviates at most 
1.96 x SE(performance) from 0 and satisfaction deviates at most 1.96 x 
SE(satisfaction) from -0.3, is larger than 0.95. Now, if the ‘cross’ is in the success 
region, then either performance will be more than 1.96 x SE(performance) away 
from 0 or satisfaction will be more than 1.96 x SE(satisfaction) away from -0.3, 
so the probability for the ‘cross’ to be in the success region is smaller than 1-
0.95=0.05. Similarly, type I error is protected for the other objectives. 
 As for a single primary endpoint, the power to meet a combined objective 
depends on the variation in each of the endpoints and on the hypothesis where the 
true effects of the endpoints are expected. However, also the correlation between 
the two endpoints comes into play for the five combined objectives considered 
here. For example, if this correlation is 1, improvement in one endpoint goes hand 
in hand with improvement in the other, and it will be as easy to meet a combined 
objective as to meet a single objective for one of the endpoints. The lower this 
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depends on the variation in each of the endpoints and on the hypothesis where the 
true effects of the endpoints are expected. However, also the correlation between 
the two endpoints comes into play for the five combined objectives considered 
here. For example, if this correlation is 1, improvement in one endpoint goes hand 
in hand with improvement in the other, and it will be as easy to meet a combined 
objective as to meet a single objective for one of the endpoints. The lower this 
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correlation is, the harder it is to meet a combined objective. In fact, in the most 
extreme case that would be a correlation of -1, improvement in one endpoint 
means deterioration in the other. 
 Besides, if clustering in one or both of the treatment groups is present (e.g. due 
to a cluster randomised design), this has to be factored into the power calculation 
as well. The same holds if the effect is estimated using a regression model, for 
example, if a correction for baseline is applied using analysis of covariance or a 
repeated measurements analysis. Typically, clustering and/or a regression-based 
analysis affects the precision of the estimated effect, and it may affect the 
correlation between the estimated effects of the two endpoints too. For the case of 
having one measurement with possible clustering in one or both treatment groups, 
formulas and a programme is provided in the appendix.  
 
Results 
To illustrate results on power and sample size per scenario, we assume 1:1 
randomisation of individuals and one measurement time point to measure the 
effect of the intervention (post-test design). Also, we assume that differences in 
power between endpoints are driven by different (standardised) effect sizes of the 
endpoints and that the non-inferiority margin is half the effect that is considered 
clinically relevant. All of these assumptions (randomisation ratio, post-test design, 
power of each endpoint, non-inferiority margin) can be changed while leading to 
similar results. 
 Everything else being equal (i.e., power of each endpoint, correlation between 
them, sample size), the following is clear from the size of the success regions: the 
probability (power) to meet the objective “improvement in one of the endpoints” 
(Figure 1B) is larger than the power of any of the other objectives; similarly, the 
objective “improvement in one endpoint, while having (at least) no deterioration in 
the other” (Figure 1F) has more power than improvement in a prespecified 
endpoint combined with no deterioration in the other (Figure 1D or 1E); and the 
latter objectives have more power than requiring improvement in both endpoints 
(Figure 1C). Figure 2 illustrates this, and it also illustrates how power depends on 
the correlation between the two endpoints. We assumed equal power for each 
endpoint alone (70 or 30%, respectively). All curves come together at correlation 1 
which reflects that if both endpoints act more and more similar, all the different 
objectives will be more and more met simultaneously. The power of having both 
endpoints superior (objective 2) or a prespecified one superior and the other non-
inferior (objective 3 and 4 which coincide as both endpoints have equal power) 
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increases with correlation, as superiority of one endpoint is more and more 
associated with superiority (hence non-inferiority) of the other endpoint if 
correlation between them increases. The power advantage of the objective 
“performance superior or satisfaction superior” (objective 1) becomes less with 
stronger correlation because situations where one is superior and the other is not 
becomes less frequent with stronger correlation.  
 
Figure 2. Power for different objectives 
 
 
 
 
Requiring superiority in one (unspecified) endpoint and non-inferiority in the other 
(objective 5) has more power than requiring this for prespecified endpoints 
(objective 3 or 4). For instance, if each endpoints has 70% power (actually 68% 
power is already sufficient), then for correlations up to 0.7, the power of objective 5 
is above 80%. For not extremely large correlation (not larger than 0.7), this power 
gain can be used to compensate underpower in one endpoint by overpower in the 
other endpoint in the following sense. If the objective is superiority in either 
performance or satisfaction while the other is at least non-inferior, then this 
objective has 80% power when not only both endpoints have 70% power, but also 
when one endpoint has 56% power and the other 83% or when one has 48% 
power and the other 95% power (see Figure 3, page 82).   
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Figure 3. Power needed in separate endpoints to achieve objective 5 
 
 
Another way to use this power gain is to reduce sample size requirements. To 
illustrate this, suppose we have a trial which provides 80% power to detect the 
clinically relevant effect with a sample size of 100 in each arm. Then, the sample 
sizes needed to give 80% power for the different combined objectives are given in 
Table 1 (page 83). 
 In particular, objective 5 (“superiority in one of the endpoints combined with non-
inferiority in the other endpoint”) reduces sample size by at least 22% compared to 
requiring superiority in a prespecified endpoint combined or not with non-inferiority 
in the other endpoint, see Figure 4 (page 84).   
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Table 1. Sample size for combined objectives 1-5 for two endpoints and for one primary endpoint 
 
Objective 1 5 3,4  2 
correlation 
One of the two 
endpoints 
superior 
One endpoint 
superior and the 
other non-inferior 
A prespecified endpoint 
superior and the other 
non-inferior 
A single 
endpoint 
superior 
Both endpoints 
simultaneoulsy 
superior 
-1.0 37 59 103 100 134 
-0.9 38 61 103 100 134 
-0.8 39 61 103 100 134 
-0.7 41 64 103 100 134 
-0.6 43 65 103 100 134 
-0.5 45 66 103 100 134 
-0.4 47 67 103 100 134 
-0.3 49 68 103 100 133 
-0.2 51 69 103 100 133 
-0.1 53 69 103 100 132 
0.0 56 70 103 100 132 
0.1 58 71 102 100 131 
0.2 61 71 102 100 130 
0.3 64 72 102 100 128 
0.4 66 73 102 100 127 
0.5 70 74 101 100 125 
0.6 73 76 101 100 123 
0.7 77 78 101 100 120 
0.8 81 82 100 100 117 
0.9 87 87 100 100 112 
1.0 100 100 100 100 100 
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Figure 4. Sample size reduction of objective 5 compared to objective 3 (=4) or superiority in a 
single endpoint 
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The Social Fitness study as example  
The Social Fitness study aimed to get insight in the effectiveness of an 
intervention directed at improving or maintaining the level of social participation for 
persons with cognitive problems and their caregivers, that is, involvement in social 
activities in which there is interaction with others in the society which makes one 
feels valued, attached to the community, and gives meaning to someone’s life. 
Depending on the main goal of these social activities, six levels of involvement of 
the individual with others were identified: 1) doing an activity in preparation for 
connecting with others, 2) being with others, 3) interacting with others without 
doing a specific activity with them, 4) doing an activity with others, 5) helping 
others, and 6) contributing to society.  
 The intervention we developed, the SFP, targeted people with cognitive 
problems and their caregivers (couple). Both were invited to formulate their own 
personal intervention goals on social participation. These goals represent the 
social activities which are relevant and important to the individual person. For 
inclusion in the Social Fitness study, at least one goal had to be formulated on 
level 2 (being with others). Couples were recruited through intermediaries, who 
were healthcare and welfare professionals working in Nijmegen or Deventer (the 
Netherlands). Within the SFP, occupational therapist (OT), physical therapist (PT), 
and welfare professionals empowered and enabled these couples to participate 
socially. The OT started the intervention with a thorough problem analysis 
according to the COTiD intervention7,25 including the formulation of client-centred 
goals for the person with cognitive problems and for the caregiver. When OTs’ 
problem analysis included goals on the field of mobility, physical functioning, or 
physical activity, the PT continued specified goal setting with the couples, 
according to the Coach2Move-protocol.4,26 OTs and PTs intervention combined 
active treatment methods with exercises to improve strategies, skills, bodily 
functions, and physical activities of the couples using coaching methods focused 
on improving the self-confidence and self-management of couples. The OT 
consecutively discussed supporting the implementation of the treatment plan with 
the welfare worker. The welfare worker provided practical support in achieving 
participants’ goals, such as active guidance toward activities. During the 
multidisciplinary intervention, the general practitioner (GP) continued to provide 
primary CAU. 
 
We planned the evaluation of the SFP through a single-blind, randomized 
controlled study, with randomisation at couple level. Couples were assigned to the 
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experimental or the control group (1:1). In the experimental group, couples 
received treatment and guidance according to the SFP and couples in the control 
group enrolled on a 6-month waiting list and they received delayed intervention 
following their last assessment. Clustering in the trial was present because 
couples were assigned to an OT, and randomised consecutively, based on their 
own GP; the coupling of OTs based on the couples’ GP was predefined. Primary 
endpoints were performance and satisfaction related to social participation of the 
person with cognitive problems; therefore, clustering within couples did not play a 
role in the sample size calculation. 
 All five scenarios of combining objectives were considered in the process of 
defining success of the Social Fitness study. Improvement in only one of the 
endpoints (performance or satisfaction; objective 1) was not considered to be 
clinically relevant because for social participation both dimensions are important 
and a substantial deterioration in one of them is unacceptable. Objective 2, 
improvement in both endpoints, was considered to be too stringent, as our 
qualitative study revealed (1) increased participation is not necessarily satisfying 
and (2) reduced social participation can be satisfactory. Objectives 3 and 4, 
improvement in a specified endpoint and no deterioration in the other, regard one 
of the endpoints a priori as more important (as it has to improve), while both 
endpoints were considered equally important in the Social Fitness study. Objective 
5 best fitted out study aim: the SFP was considered to be successful when the 
intervention was superior (i.e., statistically significantly better) to the control 
treatment in one endpoint and (at least) non-inferior in the other endpoint. Both 
endpoints are regarded as equally important in this scenario, and the endpoint that 
should improve (performance or satisfaction) is not specified a priori. 
The assumptions for the Social Fitness study are as follows: 
 Non-inferiority margin for both COPM scores is -1, as a 1 point decrease in 
either COPM score (performance or satisfaction) is not considered to be 
clinically relevant. 
 To be on the conservative side regarding our assumption for expected effects, a 
difference of 1 point or more is considered clinically relevant in both scales. 
 The correlation between both COPM scores is low: 0.3 (according to Cohen’s 
grouping of low, moderate, and high correlation27). 
 The SD in the COPM scores is at most 1.5 (as the range of the COPM scale is 
1-7 28). 
 The intra-cluster correlation for both the control and the experimental group and 
for both types of clusters (clusters are centred around the couple of OT and PT 
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in the experimental group and centred around their GP in the control group) is at 
most 0.15. 
 We expected 40 couples to be randomized to the intervention group which were 
clustered as 10 couples within 4 OT/PT combinations. For the control group, we 
expected approximately 40 couples as well, clustered as 6 or 7 couples within 6 
OT/PT combinations. 
 
As the effective sample size due to clustering is n/(1+ (n-1)x intra cluster 
correlation) for a post-test design, the above assumptions yield an effective 
sample size in the control and experimental group of at least 4x10/(1+(10-1)x0.15) 
= 17 and 6x6/ (1+(6-1)x0.15)=20. The power for the different objectives is then 
62.9% for superiority of performance only (and likewise for satisfaction only); 
43.9% for superiority in both endpoints together (objective 2); 81.8% for superiority 
of either performance or satisfaction or both (objective 1); 62.7% for superiority in 
performance and non-inferiority in satisfaction (and the same for these endpoint 
interchanged; objective 3 or 4); 81.6% for superiority in one of performance or 
satisfaction combined with non-inferiority in the other (objective 5). 
 Thus, objective 1 had the highest power, but objective 5 had virtually the same 
power. As argued before: objective 5 was clinically relevant and objective 1 not. 
Therefore, objective 5 had virtually the highest power and smallest sample size in 
this situation. Ethical justification implies the selection of the scenario which results 
in the smallest sample size with sufficient power. A smaller sample size results in a 
smaller amount of human subjects which are exposed to a less or noneffective 
program (whether it be the intervention or control condition) and its possible 
negative effects. Moreover, smaller studies require fewer resources. 
 
Discussion 
This article focuses on trials where two endpoints are needed to capture the 
intended primary effect(s) of the intervention. We considered situations where the 
objective for the two primary endpoints is a combination of superiority and/or non-
inferiority of the two endpoints. However, there are other ways to deal with multiple 
endpoints to control type I error. These include: 
 Forming a composite endpoint, that is, makes a new endpoint by combining the 
two endpoints using some kind of calculation (e.g., a sum score or weighted 
average of performance and satisfaction).19 More complex calculations are also 
possible, such as the DAS28 in rheumatology which involves taking square 
roots and logarithms.29 
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 Testing endpoints in a fixed sequence (e.g., prespecify that first performance 
will be tested at P < 0.05 and only if this is statistically significant, then 
satisfaction will be tested, at P < 0.05) is also a possibility if this can be clinically 
defended.30 
 Alpha splitting, that is, divides the type I error over the two endpoints (e.g., test 
performance at P < 0.04 and satisfaction at P < 0.01, so that the total type I 
error is at most 0.05). 
 Combination of the two above to “recycle unconsumed alpha”. For example, 
prespecify that performance and satisfaction will be first tested at alpha equal to 
0.04 and 0.01, respectively, and if either is statistically significant, the 
corresponding alpha will be added to the alpha of the other and that other can 
be retested (a weighted BonferronieHolm procedure.31 
 Holmes stepdown procedure or if one is sure that both endpoints are 
independent or positively correlated the Hochberg stepup procedure.30 
 
As type I error has to be controlled in hypothesis testing studies, one should 
choose in advance (at least before any data from the trial is seen) one method of 
dealing with multiple endpoints. Which method one commits to has to be decided 
on a trial-by-trial basis, but some general guidance for the above mentioned 
methods can be given as follows. 
 One endpoint is more important than the other. When one endpoint is much 
more important than the other, it would make sense to only label that one as the 
primary endpoint and to label the other endpoint secondary (i.e., a single 
primary endpoint). Leaving aside that option, requiring that one to be superior, 
and the other non-inferior is an option (objective 3 or 4). Fixed sequence testing 
would also be possible and has the advantage of maximum power for the first 
endpoint, but if not statistically significant, no claims about second endpoint can 
be made. Alpha could also be split among endpoints allocating more alpha to 
the important one, and this could be combined with recycling unconsumed alpha 
(weighted Bonferroni-Holm procedure). Finally, a composite endpoint such as a 
weighted average with more weight on the most important endpoint could be 
considered. However, interpretation of having such a weighted average being 
better in one group over the other may be difficult. For example, it could be that 
one endpoint improves and “masks” a deterioration of the other. 
 Both endpoints are equally important and positive effect in one is not 
exchangeable for a positive effect in the other endpoint. Then, reaching positive 
effects in both endpoints is strived for. Appropriate choices in combining 
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endpoints are: to regard both individual endpoints as superior (objective 2) or 
using equal alpha splitting (combined with recycling of unconsumed alpha). 
 Both endpoints are equally important and positive effect in one endpoint is 
exchangeable for a positive effect in the other endpoint. In case deterioration of 
one of the endpoints can be acceptable as long as the other improves, 
superiority of either endpoint (objective 1) is an option. However, requiring 
superiority in one of the two combined with non-inferiority of the other (objective 
5) would often be more relevant and would have comparable power if the 
correlation between endpoints is strong. A composite endpoint, such as using 
the average of performance and satisfaction scores, would also be possible. 
However, interpreting superiority of the average requires post hoc examination 
of the performance and satisfaction scores separately. Because there is no a 
priori control on the scores, it could be that the average improves statistically 
significantly, whereas neither performance nor satisfaction alone improves 
statistically significant. More extremely, satisfaction could deteriorate 
substantially, while this is compensated (masked) by improvement in 
performance. Therefore, the choice for and interpretation of a composite 
endpoint should be carefully considered.32 
 When the aim is explorative (i.e., we want to find for which endpoints there is an 
effect), statistical testing procedures such as Holmes stepdown or Hochberg 
stepup are recommended. 
 
Compared to other methods to deal with multiple endpoints, the method of 
combining objectives has the advantage that one knows what conclusions can be 
reached on each endpoint afterward, but this requires deliberate thought on 
beforehand. In particular, this applies to determining the non-inferiority margin. 
 When both endpoints are equally important and a positive effect in one can be 
considered exchangeable for a positive effect in the other, scenario 5 may be 
considered. This way, no prioritisation of the endpoints has to be done (such as in 
scenario 3 or 4). As outlined in this article, both endpoints (performance and 
satisfaction) are regarded as equally important in the Social Fitness study. The 
endpoint that should improve as a result of successful intervention is thus not 
specified a priori. For the power and sample size calculations, a minimal clinically 
relevant difference for each endpoint should be determined a priori, as well as the 
non-inferiority margin. Relevance of this specific method for determining power of 
a trial is not limited to the Social Fitness study, but it can also be used in other 
trials using two endpoints as a primary outcome. For instance, a trial assessing 
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endpoint, but if not statistically significant, no claims about second endpoint can 
be made. Alpha could also be split among endpoints allocating more alpha to 
the important one, and this could be combined with recycling unconsumed alpha 
(weighted Bonferroni-Holm procedure). Finally, a composite endpoint such as a 
weighted average with more weight on the most important endpoint could be 
considered. However, interpretation of having such a weighted average being 
better in one group over the other may be difficult. For example, it could be that 
one endpoint improves and “masks” a deterioration of the other. 
 Both endpoints are equally important and positive effect in one is not 
exchangeable for a positive effect in the other endpoint. Then, reaching positive 
effects in both endpoints is strived for. Appropriate choices in combining 
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endpoints are: to regard both individual endpoints as superior (objective 2) or 
using equal alpha splitting (combined with recycling of unconsumed alpha). 
 Both endpoints are equally important and positive effect in one endpoint is 
exchangeable for a positive effect in the other endpoint. In case deterioration of 
one of the endpoints can be acceptable as long as the other improves, 
superiority of either endpoint (objective 1) is an option. However, requiring 
superiority in one of the two combined with non-inferiority of the other (objective 
5) would often be more relevant and would have comparable power if the 
correlation between endpoints is strong. A composite endpoint, such as using 
the average of performance and satisfaction scores, would also be possible. 
However, interpreting superiority of the average requires post hoc examination 
of the performance and satisfaction scores separately. Because there is no a 
priori control on the scores, it could be that the average improves statistically 
significantly, whereas neither performance nor satisfaction alone improves 
statistically significant. More extremely, satisfaction could deteriorate 
substantially, while this is compensated (masked) by improvement in 
performance. Therefore, the choice for and interpretation of a composite 
endpoint should be carefully considered.32 
 When the aim is explorative (i.e., we want to find for which endpoints there is an 
effect), statistical testing procedures such as Holmes stepdown or Hochberg 
stepup are recommended. 
 
Compared to other methods to deal with multiple endpoints, the method of 
combining objectives has the advantage that one knows what conclusions can be 
reached on each endpoint afterward, but this requires deliberate thought on 
beforehand. In particular, this applies to determining the non-inferiority margin. 
 When both endpoints are equally important and a positive effect in one can be 
considered exchangeable for a positive effect in the other, scenario 5 may be 
considered. This way, no prioritisation of the endpoints has to be done (such as in 
scenario 3 or 4). As outlined in this article, both endpoints (performance and 
satisfaction) are regarded as equally important in the Social Fitness study. The 
endpoint that should improve as a result of successful intervention is thus not 
specified a priori. For the power and sample size calculations, a minimal clinically 
relevant difference for each endpoint should be determined a priori, as well as the 
non-inferiority margin. Relevance of this specific method for determining power of 
a trial is not limited to the Social Fitness study, but it can also be used in other 
trials using two endpoints as a primary outcome. For instance, a trial assessing 
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social participation improvement of seniors in care setting used two primary 
endpoints as well: the Hearing Handicap Questionnaire and the Activity Card Sort. 
Improvement in either one of the two measures was considered a success.33 
Another example of a study in which one of the endpoints improves and the other 
does not deteriorate (i.e., scenario 5) was used in a trial assessing effectiveness of 
dementia care provided in a memory clinic vs. GP care,34 in which two endpoints 
(patients’ quality of life and caregivers’ sense of competence) were combined. 
Thus, depending on the correlation between the endpoints and the power in each 
endpoint separately, scenario 5 may lead to more power or conversely a reduced 
sample size. Intuitively, this can be understood by realising that the correlation 
between endpoints can be used to “combine strength”. 
 
Conclusion 
When two or more endpoints are needed to capture success of a trial, several 
criteria for success can be defined. Clinical relevance or, if available, empirical 
evidence for what are realistic effects, should be leading when selecting criteria for 
success. After having considered that, reducing sample size should be strived for. 
If endpoints are equally important and a positive effect in one endpoint is 
exchangeable for a positive effect of the other, then the combined objective “one 
endpoint improves while the other at least not deteriorates” (scenario 5) is 
appropriate and results in a reduced sample size. The tool we developed can 
guide researchers who are planning randomised clinical trials with two endpoints 
in calculating sample size. 
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Study design 
The design of the effectiveness study was a single blind RCT with measurements 
at baseline, 3 months and 6 months after the start of the intervention. Individual 
client-caregivers were  randomised at a 1:1 ratio, using block randomisation with 
block size 4, to the intervention or control group. They were stratified for the 
practice where the intervention was offered. In the intervention group, clients and 
their caregivers participated in the SF Programme; those assigned to the control 
group received usual care by their general practitioner and were placed on a 
waiting list to participate in the intervention following their last assessment (after 6 
months). The SF Programme was considered to be a success when the 
intervention group was superior to the control group in (at least) one of two 
outcome measures, and at least not inferior in the other one. The sample size 
calculation for this success criterion is elaborated on elsewhere 25. 
 
Participants and randomisation 
We aimed to included 92 Clients and caregivers couples who experienced a 
reduction in social participation. Recruitment took place in two regions (Nijmegen 
and Deventer) in The Netherlands. Clients were eligible if they lived at home, 
wished to improve their social participation and suffered from cognitive problems 
defined as: dementia diagnosis (MMSE ≥10;11 or memory problems signalled by 
the referring professional (Mini-Mental State Examination (MMSE) 10-24) or with a 
primary caregivers’ score of ≥3.6 on the Questionnaire on COgnitive Decline in the 
Elderly (IQCODE-N)12 (only for clients with high intelligence or high levels of 
education resulting in an MMSE-score between 25 and 30). Moreover, also clients’ 
primary caregivers who wished to maintain or improve their own social 
participation or the social participation of the people they cared for were eligible. 
Participants were excluded if they: were unable to formulate goals for social 
participation during the screening interview, were not capable of completing the 
self-assessment forms (i.e. due to language problems); suffered from co-morbidity 
with symptoms that interfered with actively taking part in the intervention (e.g. 
behavioural and psychological symptoms of dementia (BPSD), severe heart 
condition); used less than three months the same dose of medication which 
influenced their cognition (cholinesterase inhibitor or memantine); were in a 
palliative phase of illness; had acute illness with hospital indication; received 
already physiotherapy according to the Coach2Move protocol or occupational 
therapy according to the COTiD-programme in the last 6 months, or participated in 
other health research.  
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Potential eligible participants were informed on the study by healthcare and 
welfare professionals using verbal and/or written (leaflet) information on the study. 
When willing to participate, potential eligibility was determined by the research 
assistant by phone. In case of potential eligibility, an appointment for a home visit 
was made with the client and caregiver, in which they were provided with 
information on research participation and study procedures (verbal and in writing). 
When still willing to participate, a second appointment was made at minimum one 
week later, in which the research assistant checked further inclusion criteria (i.e. 
assess cognition if no valid MMSE-score was available) and obtained signed 
informed consent forms from both the client and the caregiver.  
Randomisation took place after the baseline measurements administered during 
the second home visit and was carried out by a statistician not involved in the 
study (ST), using a computerised randomisation protocol. The main researcher not 
involved in data collection (HD) informed clients and their caregivers about their 
allocation by means of a concealed envelope, and informed the occupational 
therapist and physiotherapist, and the general practitioner of the person with 
cognitive problems about group allocation. When allocated to the intervention 
group, the OT arranged a first appointment with the client and caregiver 
immediately, when they were allocated to the control group the first appointment 
with the OT took place after six months. Follow-up measurements were performed 
by a research assistant not aware of group allocation (DV), and participants were 
asked by the main researcher (HD) not to reveal information on their allocation. 
 
Measurements 
RCT data on observational and self-report outcome measures were collected 
during home visits, using interviews with the client (face-to-face) and separately 
with the caregiver (face-to-face) and through written questionnaires filled in by the 
caregiver. Assessments were performed by a blinded research assistant who was 
not aware of group allocation at baseline (t0), after three months (t1), and after six 
months (t2) follow-up. Table 1 shows an overview of the outcome measures for 
both the client and the caregiver. 
 
Data analysis 
We planned to analyse mean outcomes at baseline, t0 and t1 using descriptive 
statistics. Differences between baseline and three months were to be computed by 
a linear mixed model for repeated measurements with age, sex and time (t0, t1,t2) 
as covariates. The Canadian Occupational Performance Measure (COPM) 
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with the OT took place after six months. Follow-up measurements were performed 
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asked by the main researcher (HD) not to reveal information on their allocation. 
 
Measurements 
RCT data on observational and self-report outcome measures were collected 
during home visits, using interviews with the client (face-to-face) and separately 
with the caregiver (face-to-face) and through written questionnaires filled in by the 
caregiver. Assessments were performed by a blinded research assistant who was 
not aware of group allocation at baseline (t0), after three months (t1), and after six 
months (t2) follow-up. Table 1 shows an overview of the outcome measures for 
both the client and the caregiver. 
 
Data analysis 
We planned to analyse mean outcomes at baseline, t0 and t1 using descriptive 
statistics. Differences between baseline and three months were to be computed by 
a linear mixed model for repeated measurements with age, sex and time (t0, t1,t2) 
as covariates. The Canadian Occupational Performance Measure (COPM) 
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performance and COPM satisfaction scores were planned to be tested separately 
for clients and caregivers. In case of significant improvements at three months, we 
planned to carry out secondary conditional analyses on this primary outcome 
measure at six months. The analyses followed the principle of intention to treat for 
all participants who at least had one session of OT (intervention group). Dropout 
would be primarily dealt with by the linear mixed model, which assumed missing 
data is missing at random given the covariates. We planned to perform an 
economic evaluation including calculating the differences in total costs in the 
control and intervention group at three and six months using the Resource 
Utilization in Dementia (RUD) 26 and full-cost prices 27. We also planned to 
calculate cost effectiveness using the EuroQuol (EQ-5D) 28 at three and six 
months, and costs effectiveness for successful treatment outcome at three 
months.  
 
Table 1 Primary and secondary outcomes, measurement instruments and assessment 
 
Outcome Instrument Assessment 
Client with cognitive problems 
Primary outcome 
Self perceived performance and 
satisfaction on social participation 
goals  
COPM 29 
higher mean score = improved 
perceived  performance/ more 
satisfaction with social participation 
Face-to-face  
Secondary outcomes 
Mobility TUG 30 
higher score = decreased mobility 
Face-to-face 
Quality of life DQoL 31 
higher score = better qual. of life 
Face-to-face 
Health related quality of life EQ-5D 28 
higher score = better health related 
quality of life 
Face-to-face 
Resource utilization  RUD 26 
higher score = more resource utilization 
Questionnaire by 
caregiver 
Covariates 
Frailty EFIP 32 
higher score = more frailty 
Face-to-face 
Caregiver 
Primary outcome 
Self perceived social participation COPM performance/satisfaction Face-to-face 
Secondary outcomes 
Caregiver Burden SCQ 33 
higher score = better sense of 
competence 
Questionnaire 
Quality of life DQoL Questionnaire 
Health related quality of life EQ-5D Questionnaire 
Resource utilization  RUD  
higher score = more resource utilization 
Questionnaire 
Covariates 
Socio-demographics  Questionnaire Questionnaire 
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Results  
Between January 2014 and March 2015, sixty client/caregiver couples were 
informed about the study and assessed for eligibility (Figure 1). Eleven couples 
were excluded because they did not meet inclusion criteria. We aimed to include 
92 couples for  full RCT; however after an inclusion period of 15 months it 
appeared that of 49 participants fulfilling inclusion criteria, 32 declined participation 
and only 17 couples could be included. As a result of the high amount of study 
decline in relation to the participants who gave informed consent, study inclusion 
was terminated. Figure 1 shows the trial Flowchart. 
 
Figure 1. Trial Flowchart 
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Declined to participate (n=32) 
Control group allocated to 
waiting list (n=9) 
Intervention group allocated to 
SF Programme (n=8) 
Assessed for eligibility (n=60) 
t0: baseline measurement  
(n=17) 
t1: measurement at 3 months 
(n=8) 
Lost to follow-up (n=0) 
Randomisation  
(n=17) 
t2: measurement at 6 months 
(n=7) 
Lost to follow-up (n=2) 
 Death (n=2) 
 
t2: measurement at 6 months 
(n=6) 
Lost to follow-up (n=2) 
 Lost interest (n=2) 
 
t1: measurement at 3 months 
(n=9) 
Lost to follow-up (n=0) 
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The seventeen couples included were randomly assigned to the intervention group 
(n=8) or the control group (n=9). All couples received follow-up measurement at 
three months (t1 measurement). Four couples were lost to follow-up at six months 
(t2 measurement); two couples from the intervention group, and two couples from 
the control group. Demographic characteristics of participants did not significantly 
differ between groups and are shown in Table 2.  
 
Table 2 Demographic characteristics 
 
 Intervention group (n=8) Control group (n=9) 
 n (%) or mean (SD) n (%) or mean (SD) 
Age (years) clients 
Age (years) caregivers  
81 (9.78) 
71 (10.69) 
81 (7.47) 
68 (12.7) 
Gender (% men) clients 
Gender (% men) caregivers 
5 (62.5) 
2 (25) 
4 (44.4) 
2 (22.2) 
Relation client - caregiver 
Husband – Wife 
Wife - Husband 
Parent – Child 
Women – Sister 
 
5 (62.5) 
1 (12.5) 
2 (25.0) 
- 
 
3 (33.3) 
1 (11.1) 
4 (44.4) 
1 (11.1) 
Education clients 
Lower level 
Middle level  
Higher education 
Education caregivers 
Lower level 
Middle level  
Higher education 
 
3 (37.5) 
4 (50.0) 
1 (12.5) 
 
3 (37.5) 
2 (25) 
3 (37.5) 
 
4 (44.4) 
4 (44.4) 
1 (11.1) 
 
3 (33.3) 
3 (33.3) 
3 (33.3) 
MMSE clients (0-30) 23.38 (20.50-27.75) 22 (16.50-26.50) 
IQ-code clients (1-5)* 3.84 (3.77-4.22) 4.01 (3.79-4.26) 
* Only when MMSE >24 IQ-code by proxy (n=8) 
 
As a result of limited inclusion it was not feasible to perform the linear mixed 
models for the primary outcomes (COPM performance and COPM satisfaction) as 
planned. Instead we performed descriptive analyses of the primary and secondary 
outcomes at baseline and three months follow-up (Table 3). Since data was 
skewed, categorical and continuous variables were described using proportions 
and median with quartiles (Q). Experimental and control group were largely 
comparable at baseline, with exception of caregivers from the control group who 
reported higher COPM scores at baseline compared to the intervention group, with 
a difference of 1.5 point. Clients from the experimental group reported slightly 
higher COPM performance scores (0.75 point).  
Primary outcomes at t1 showed clinically relevant (i.e. ≥1 point difference) COPM 
scores for clients and caregivers in both intervention and control group, except for 
caregivers’ COPM scores on satisfaction which showed a non-clinically relevant 
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decrease. Clients from intervention group reported slightly larger improvements 
compared to the control group. At t1, improvements were larger for clients’ COPM 
satisfaction scores compared to clients’ COPM  performance scores. At t1, 
caregivers from the intervention group reported a larger improvement on COPM 
scores (2.25 on performance and 2.75 on satisfaction) compared to those from the 
control group (0.25 increased performance and  0.12 decrease in satisfaction).  
Secondary outcomes showed diffuse results. Although we saw small differences in 
numerical scores, none of the changes were significant or clinically relevant on 
group level (Table 3). 
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Abstract 
Background This article describes the lessons learned from a failed trial which 
aimed to assess effectiveness of the tailor-made, multidisciplinary Social Fitness 
Programme to improve social participation of community-dwelling older people 
with cognitive problems (clients) and their caregivers (couples). 
Methods A process evaluation was performed to get insight in 1) the 
implementation of the intervention, 2) the context of intervention delivery from 
professionals’ point of view, and 3) the potential impact of intervention delivery 
from participants’ perspectives. Data was gathered using mixed-methods: 
questionnaires, focus group discussions, interviews, medical records. 
Results 1) Implementation. High study decline (65,3%) was mainly caused by a 
lack of internal motivation to increase social participation expressed by clients. 17 
couples participated, however, intervention delivery was insufficient. 2) Context. 
Barriers during intervention delivery were most often related to client (changing 
needs), caregiver (increased burden) and health professional factors (delivery of 
integrated care lacked routine). 3) Impact Qualitative analyses revealed 
participants to be satisfied with intervention delivery, however this was not always 
reflected in the individual scores on self-perceived performance and satisfaction. 
Conclusions The Social Fitness study did not fit in three ways. First, framing the 
intervention on social participation promotion was as threatening to clients. The 
feeling of being unable to adequately contribute to social interactions seemed to 
be causing embarrassment. Second, the intervention seemed to be too complex to 
implement in the way it was designed. Third, there is a tension between the 
offering of a personalised tailor-made intervention and evaluation through a fixed 
study design. 
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Background 
Social participation is a central theme in psychosocial dementia care1, and as part 
of social health it is considered important for successful and healthy ageing.2,3 
Social participation is a potentially modifiable factor, however, effective person-
centred interventions focused on social participation promotion for people with 
cognitive problems and their caregivers are scarce.4,5 We therefore developed the 
Social Fitness Programme (SF Programme); an intervention aimed at enabling 
social participation. The SF Programme is a tailor-made multidisciplinary 
intervention combining guidance by an occupational therapist (OT), 
physiotherapist (PT) and welfare professional.6 
 Enhancing social participation of people with cognitive problems and their 
caregivers is challenging, as our previous studies6,7 revealed. However, results on 
feasibility were promising and therefore we aimed to perform a Randomised 
Controlled Trial (RCT) as suggested in the MRC-guidance.8,9 We aimed to include 
92 couples for a full RCT; however after an inclusion period of 15 months it 
appeared that 32 couples declined participation and only 17 were included. As a 
result of the high amount of study decline in relation to the participants who gave 
informed consent, study inclusion was terminated. Appendix 1 contains the study 
protocol of the trial and descriptive results of our primary and secondary outcomes. 
To get insight in the implementation of the intervention, the context of intervention 
delivery from professionals’ point of view, and the potential impact of intervention 
delivery from participants’ perspectives10, we performed a process evaluation. This 
article describes this process evaluation and the lessons learned from a failed trial. 
 
Methods 
Study design 
We used a mixed methods design for our process evaluation. We applied a 
comprehensive and systematic approach in which we focussed on three areas: 
implementation, context of intervention delivery and impact of intervention delivery 
10. Data was gathered in parallel to the effectiveness study, through 
questionnaires, focus group discussions, (face-to-face and telephone) interviews, 
and medical records. 
 
Participants 
People with cognitive problems (clients) were eligible for study participation if they 
lived at home, wished to improve their social participation and suffered from 
cognitive problems defined as: dementia diagnosis (Mini-Mental State 
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Examination; MMSE ≥10; 11 or memory problems signalled by the referring 
professional (MMSE 10-24) or with a primary caregivers’ score of ≥3.6 on the 
Informant Questionnaire on COgnitive Decline in the Elderly (IQCODE-N 12 (only 
for clients with high intelligence or high levels of education resulting in an MMSE-
score between 25 and 30). Moreover, also clients’ primary caregivers who wished 
to maintain or improve their own social participation or the social participation of 
the people they cared for were eligible. 
 
Intervention and implementation  
The SF Programme is a multidisciplinary intervention which consists of an 
integration of community occupational therapy (OT) following the COTiD 
programme 13-15, physiotherapy (PT) following the Coach2Move programme 16-18, 
and guidance by welfare professionals. For a more detailed description see our 
feasibility study 6. After a thorough problem analysis by OT and PT, the OT 
discussed with the client and caregiver personal goals, including goals on social 
activities. The OT consecutively discussed with the PT and welfare professional 
what was needed in the intervention and support to reach these goals, and 
converted this information into an intervention plan. The intervention plan included 
a combination of information and instruction combined with exercises to improve 
the use of strategies, skills, bodily functions and movement capacity using 
coaching methods focused on improving the self-confidence, self-efficacy, and 
self-management skills. Clients were supported and trained to use compensational 
strategies effectively, and caregivers were supported and trained in problem 
solving and communication skills. Welfare professionals aimed to elicit positive 
experiences in social activities, by guiding participants towards activities that were 
tailored to personal motivation, routines and abilities, and to enhance their 
personal and environmental resources. The SF Programme was goal-oriented and 
contained up to two interdisciplinary professional home visits a week during three 
months, and less frequent continued guidance after three months of intervention. 
During the multidisciplinary intervention, the GP and other professionals continued 
to provide primary care as usual.  
 
Study procedures and data collection 
Table 1 provides an overview of the data collection. Implementation captures the 
process of intervention delivery and consists of different elements. Reach 
(participation rate) and recruitment of participants were evaluated by analysing 
records from telephone interviews by research assistant with referring 
  Evaluating the Social Fitness Programme 
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professionals and with people who seemed willing to participate. Intervention 
delivery (dose delivered and dose received) was determined before the start of the 
intervention by using case vignettes, and after intervention delivery by assessing 
the medical records using a predefined checklist. The case vignettes included a 
case description based on a real case. OTs and PTs were asked to answer open 
ended questions regarding problem analysis, goal setting, and interdisciplinary 
cooperation. To evaluate fidelity (the quality of intervention delivery) and 
adaptations (changes that undermine intervention fidelity) OT and PT medical 
records of participants allocated to the intervention group were studied. 
Involvement of welfare professionals was addressed as part of OT records. To 
gain understanding in the context of intervention delivery (external elements 
influencing implementation or effects, positively and negatively), all healthcare and 
welfare professionals involved in intervention delivery were interviewed: they 
participated in a focus group and those unable to join were interviewed face-to-
face. The focus groups were structured using a topic guide and conducted by the 
researcher (HD; trained as moderator) and observed by the research assistant 
(DV). To get insight in the impact of intervention delivery from, clients and 
caregivers who were assigned to the intervention group and who completed t2 
measurements were interviewed. These structured interviews were conducted by 
the research assistant (DV; trained as interviewer) at the clients’ or caregivers’ 
home. Data on the primary outcomes was gathered at baseline, three months (t1) 
and six months (t2) after the start of the intervention using the Canadian 
Occupational Performance Measure (COPM). 
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Examination; MMSE ≥10; 11 or memory problems signalled by the referring 
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Intervention and implementation  
The SF Programme is a multidisciplinary intervention which consists of an 
integration of community occupational therapy (OT) following the COTiD 
programme 13-15, physiotherapy (PT) following the Coach2Move programme 16-18, 
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solving and communication skills. Welfare professionals aimed to elicit positive 
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tailored to personal motivation, routines and abilities, and to enhance their 
personal and environmental resources. The SF Programme was goal-oriented and 
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During the multidisciplinary intervention, the GP and other professionals continued 
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Study procedures and data collection 
Table 1 provides an overview of the data collection. Implementation captures the 
process of intervention delivery and consists of different elements. Reach 
(participation rate) and recruitment of participants were evaluated by analysing 
records from telephone interviews by research assistant with referring 
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professionals and with people who seemed willing to participate. Intervention 
delivery (dose delivered and dose received) was determined before the start of the 
intervention by using case vignettes, and after intervention delivery by assessing 
the medical records using a predefined checklist. The case vignettes included a 
case description based on a real case. OTs and PTs were asked to answer open 
ended questions regarding problem analysis, goal setting, and interdisciplinary 
cooperation. To evaluate fidelity (the quality of intervention delivery) and 
adaptations (changes that undermine intervention fidelity) OT and PT medical 
records of participants allocated to the intervention group were studied. 
Involvement of welfare professionals was addressed as part of OT records. To 
gain understanding in the context of intervention delivery (external elements 
influencing implementation or effects, positively and negatively), all healthcare and 
welfare professionals involved in intervention delivery were interviewed: they 
participated in a focus group and those unable to join were interviewed face-to-
face. The focus groups were structured using a topic guide and conducted by the 
researcher (HD; trained as moderator) and observed by the research assistant 
(DV). To get insight in the impact of intervention delivery from, clients and 
caregivers who were assigned to the intervention group and who completed t2 
measurements were interviewed. These structured interviews were conducted by 
the research assistant (DV; trained as interviewer) at the clients’ or caregivers’ 
home. Data on the primary outcomes was gathered at baseline, three months (t1) 
and six months (t2) after the start of the intervention using the Canadian 
Occupational Performance Measure (COPM). 
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Table 1 Mixed method process evaluation of the Social Fitness Programme 
 
Area of focus Method Analysis  
Implementation 
Reach 
Recruitment 
Adherence 
 
 
 
 
 
 
 
Fidelity 
Adaptations 
Records from telephone 
interviews 
 
 
Case vignettes and medical 
records 
 
 
 
 
 
Medical records from OT and 
PT professionals involved in 
intervention delivery using 
checklists 
Content analysis of records from telephone interviews 
by research assistant with referring professionals and 
with people who seemed willing to participate 
 
Focussed analysis through predefined checklists to 
assess case vignettes and medical records. The 
checklist focussed on: elements of the problem 
analysis, use of shared-decision making during goal 
setting, intervention delivery (consistency between 
treatment plan and intervention goals, consistency 
between goals and intervention delivery, and 
interdisciplinary cooperation) 
 
Focussed analysis of medical records, focused on: 
- Description of intervention delivery and adaptations 
- Consistence of the intervention goals with the 
problem analysis  
- Professionals’ evaluation of intervention delivery 
Context of 
intervention delivery 
Focus groups and interviews 
with professionals involved in 
intervention delivery, using a 
structured topic list 
Content analysis on elements influencing 
implementation or effects  
Focus group topic list:  
Evaluation of the Social Fitness Programme with 
regard to: 
The guideline  
Individual knowledge, skills and behaviour 
Client and caregiver factors 
Interactions with other professionals 
Incentives and recourses 
 Required organisational changes 
Impact of 
intervention delivery 
Interviews with client-
caregiver couples assigned 
to the intervention group, 
using a structured topic list 
 
 
 
 
 
Administering the COPM with 
client and caregiver at 
baseline, t1 and t2 
Content analysis on participants’ evaluations on 
participating in the study.  
Interview topic list: 
How did you evaluate participation in the Social 
Fitness Programme? 
Did you gain anything?  
Were your expectations met?  
What should be changed to improve the programme?  
 
Descriptive analysis of primary outcome data 
 
Data analysis 
We performed quantitative and qualitative drop-out analysis for our intervention. 
Regarding implementation, a content analysis was performed for medical records 
to extract information on reach, and for telephone interview records to get 
information on recruitment. The focused analysis of adherence, fidelity and 
adaptations was performed on the case vignettes and medical records by the two 
researchers (HD,DV) independently. The answers on the open-ended questions of 
the case vignettes were scored on a predefined list of possible answers, creating a 
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total percentage of intervention delivery. The OT and PT medical records were 
scored using a predefined list with quality criteria for the SF Programme. Scores 
were discussed until consensus was reached.  
 Focus groups and interviews recorded, transcribed and analysed by two 
researchers (HD;DV) using Atlas.ti 7.1.4. The transcripts were thematically 
analysed through a content analysis 19. The main researcher (HD) coded the focus 
groups and interview transcripts, and coding was checked by the research 
assistant (DV). The initial coding results were reviewed, discussed, and refined 
until consensus was reached on all codes. This resulted in identification of main 
themes and categories, which were discussed in project team meetings with all 
authors. Consecutively, we applied a checklist20 to map professionals’ experiences 
and opinions regarding the context of intervention delivery. Qualitative data on 
participants’ impact of intervention delivery was compared to their individual 
COPM-scores which were gathered during intervention delivery. 
 
Results  
1) Implementation  
Reach and Recruitment 
Within a time frame of fifteen months 60 client/caregiver couples were informed on 
the study; 11 of them did not meet inclusion criteria and study participation was 
declined by 32 couples, which is a decline rate of 65,3% (qualitative drop-out 
analysis). Analysis revealed these recruitment difficulties originate from two main 
causes (quantitative drop-out analysis). First, a lack of internal motivation to 
increase social participation expressed by people with cognitive problems. 
Second, caregivers were often overburdened and referring professionals feared 
that this burden would increase if they would participate in this study. Other 
reasons for study decline mentioned were acute physical problems which required 
frequent hospital visits and denial of cognitive problems by the client. In all, 
seventeen couples were included in the intervention and they were randomly 
assigned to the intervention group (n=8) or the control group (n=9). All couples 
received follow-up measurement at three months (t1 measurement). Four couples 
were lost to follow-up at six months (t2 measurement): two couples from the 
intervention group lost interest, and two clients from the control group died. 
  
Intervention delivery 
All involved allied healthcare professionals filled out a case vignette a week before 
they individually started intervention delivery. OT adherence (n=4 OTs) ranged 
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Fitness Programme? 
Did you gain anything?  
Were your expectations met?  
What should be changed to improve the programme?  
 
Descriptive analysis of primary outcome data 
 
Data analysis 
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total percentage of intervention delivery. The OT and PT medical records were 
scored using a predefined list with quality criteria for the SF Programme. Scores 
were discussed until consensus was reached.  
 Focus groups and interviews recorded, transcribed and analysed by two 
researchers (HD;DV) using Atlas.ti 7.1.4. The transcripts were thematically 
analysed through a content analysis 19. The main researcher (HD) coded the focus 
groups and interview transcripts, and coding was checked by the research 
assistant (DV). The initial coding results were reviewed, discussed, and refined 
until consensus was reached on all codes. This resulted in identification of main 
themes and categories, which were discussed in project team meetings with all 
authors. Consecutively, we applied a checklist20 to map professionals’ experiences 
and opinions regarding the context of intervention delivery. Qualitative data on 
participants’ impact of intervention delivery was compared to their individual 
COPM-scores which were gathered during intervention delivery. 
 
Results  
1) Implementation  
Reach and Recruitment 
Within a time frame of fifteen months 60 client/caregiver couples were informed on 
the study; 11 of them did not meet inclusion criteria and study participation was 
declined by 32 couples, which is a decline rate of 65,3% (qualitative drop-out 
analysis). Analysis revealed these recruitment difficulties originate from two main 
causes (quantitative drop-out analysis). First, a lack of internal motivation to 
increase social participation expressed by people with cognitive problems. 
Second, caregivers were often overburdened and referring professionals feared 
that this burden would increase if they would participate in this study. Other 
reasons for study decline mentioned were acute physical problems which required 
frequent hospital visits and denial of cognitive problems by the client. In all, 
seventeen couples were included in the intervention and they were randomly 
assigned to the intervention group (n=8) or the control group (n=9). All couples 
received follow-up measurement at three months (t1 measurement). Four couples 
were lost to follow-up at six months (t2 measurement): two couples from the 
intervention group lost interest, and two clients from the control group died. 
  
Intervention delivery 
All involved allied healthcare professionals filled out a case vignette a week before 
they individually started intervention delivery. OT adherence (n=4 OTs) ranged 
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from 61% to 75% with an average of 70%, PT adherence (n=3 PTs) ranged from 
35% to 58%, 46% on average. After t2 measurements, OT adherence (n=8 OT 
records) varied from 48% to 86% with an average of 69%, and PT adherence (n=3 
PT records) ranged from 58% (which concerned an unfinished treatment) to 82% 
with an average of 68.3%.  
 
Fidelity and adaptations 
All couples from the intervention group (n=8) completed OT training within six 
months of intervention delivery. Only three clients (38%) received PT training 
within the SF Programme, while based on frailty and mobility scores PT was 
indicated for all eight clients. One client was referred to PT but declined 
participation, and four clients continued their own regular PT treatment 
independent from the SF programme. Four couples already received guidance 
from a Dementia Casemanager before the start of the intervention, and one couple 
was assigned to a one during the intervention. Therefore, the coordinating OT 
discussed these cases with Welfare Professionals and decided together to involve 
the Dementia Casemanager instead of the welfare professional.  
 On a scale from one to ten, OTs evaluated the success of the SF Programme 
with a 5.5 on average (range 1-8) for clients, and 5.3 for caregivers (range 2-8). 
PTs rated intervention delivery for clients only, on average with a 4.7 (range 1-7). 
Since guidance by welfare professionals was not finished six months after 
baseline, success of their guidance could not be evaluated at t2.  
 
2) Context of intervention delivery 
All professionals involved in intervention delivery participated in one of two 
organised focus groups, in Nijmegen (n=8 participants) or Deventer (n=5 
participants), or they were interviewed face-to-face (n=3). In total, five OTs, three 
PTs, four Dementia Casemanagers, three Welfare Professionals and one Practice 
Nurse participated. Analysis of the data revealed barriers and facilitators 
influencing implementation and effects of the Social Fitness programme (Table 2). 
Most barriers were related to client and caregiver factors: lack of clients’ motivation 
to increase social participation and to transfer to an intervention PT, increased 
caregiver burden, changing needs and decrease of capacity causing a focus shift 
and adding intervention goals during intervention delivery. Also, because of limited 
inclusion, professionals had little experience in intervention delivery and they were 
unable to get a routine. Moreover, working together in a multidisciplinary team with 
several different professionals was challenging. In most cases, the involved PTs 
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where other people than the PTs who were trained in the SF protocol and involved 
in our study, because clients were unwilling to switch to a different PT. 
Additionally, the Dementia Casemanagers and the Practise Nurse were not trained 
in the SF protocol, although they were involved in guiding SF programme 
participants instead of the Welfare professionals.  
 Most important facilitators for intervention delivery were related to client and 
caregivers’ motivation to accept support for enabling to function in their own home 
environment, and their motivation to contribute to research by participating in the 
study. Also, involved professionals who were highly motivated to participate in the 
study, were facilitators for intervention delivery.   
 
Table 2.  Professionals’ experiences with intervention delivery 
 
Barriers for intervention delivery1) Facilitators for intervention delivery1) 
Social Fitness Programme guideline factors 
Intervention length too short to change behaviour of 
participants structurally 
 
Professionals were motivated  to participate in the SF 
study 
Goal setting focused the intervention 
Additional attention for caregiver 
Individual health professional factors 
Lack of clarity regarding own role during intervention 
delivery  
Reservations in referring clients to welfare 
professionals  
Little experience in SF programme performance  
Illness of volunteer 
Professionals put more effort into treatment as a 
result of their clients  participating in research 
GP supported participation in the SF programme and 
coordinated all care initiatives 
Client and caregiver factors 
Lack of internal motivation to increase social 
participation expressed by people with cognitive 
problems  
Increased caregiver burden during intervention 
delivery  
Changing needs (i.e. as a result of physical 
problems) 
Client was unwilling to transfer from own PT to 
intervention PT 
Caregiver had limited time available  
Caregiver/client had difficulties in handling cognitive 
decline 
Client had difficulties in prioritising  
Expressed need for support to maintain or increase 
functioning in the home environment  
Clients’ motivation to contribute in research and 
therefore participate in the SF programme (i.e. 
contribute to society) 
Client was motivated to participate (i.e. to prevent 
necessity of client for going to day-care; happy to 
share her story) 
Professional interactions  
Suboptimal sharing of information among SF 
professionals 
Lack of coordination, too many people involved 
alongside SFP  
Difficulties in reaching WP 
 
Collaboration improved during the study 
Professionals were already used to working together  
Dementia Casemanager motivated clients for OT  
 Incentives and resources  
Limited availability of organised social activities in the 
community which suit the participants with cognitive 
problems 
Lack of PT reimbursement by health insurance 
N.A. 
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Lack of PT reimbursement by health insurance 
N.A. 
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Barriers for intervention delivery1) Facilitators for intervention delivery1) 
 Organisational resources 
Rearrangement resulted in discontinuity of welfare 
professionals 
N.A. 
1) Italic barriers and facilitators originate from OT and PT medical records. 
 
3) Impact of intervention delivery  
To get insight in the impact of intervention delivery, researchers performed 
additional explorative analyses using descriptive statistics on data for individual 
clients and caregivers. For these analyses, definitions of success similar to the 
RCT were applied: superiority in one COPM score and at least non-inferiority 
(margin=-1) in the other COPM score for different combinations. For both clients 
and caregivers, most clinically relevant successful outcomes were observable in 
their satisfaction scores at t1. However, these improvements decreased at t2 
(Table 3).  
 
Table 3 Mean changes at t1 and t2  for primary COPM-scores 
 
 
Performance client  Satisfaction client  Performance caregiver Satisfaction caregiver 
 
t0-t1 t0-t2 t0-t1 t0-t2 t0-t1 t0-t2 t0-t1 t0-t2 
Intervention group 
i1  0,3 - 2,8 - -1,0 - -1,5 - 
i2 -0,7 -1.7 3,0 -0.1 1,7 0,3 -1,0 -1,7 
i3 1,5 -1,0 -0,5 -0,5 - - - - 
i4 0,3 -0,1 1,8 1,8 5,0 3,0 4,0 2,0 
i5 7,5 3,5 3,5 3,0 -2,0 -6,0 -1,0 -3,0 
i6 - - - - 3,0 1,0 4,0 3,5 
i7 2,5 - - - 0,7 0,3 4,0 4,0 
i8 0,0 - -0,5 - 0,1 - 7,0 - 
Green: Superiority: ≥1 point improvement, Red: Inferiority:  ≥ 1 pint decline, Blue: No change: < 1 point 
improvement 
 
To get insight in participant experiences in relation to the impact of the intervention 
delivery, we analysed participant interview data in relation to individual COPM-
scores. We interviewed the participants who were allocated to the intervention 
group and who completed t2 measurements: one caregiver (i7) and four couples 
(i2- i3- i4- i6). This analysis revealed incongruence between the qualitative 
(interviews) and quantitative (COPM) results: all participants but one were satisfied 
with the results from the intervention after t2, which was not sufficiently reflected in 
the COPM evaluation. For all participants except one caregiver (i4), this was a 
result of a (partially) mismatch between formulated goals and activities initiated 
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during the SF Programme. This mismatch was for four clients (i2, i3, i4, i7) related 
to the deterioration of their cognitive and/or physical problems, which led to a shift 
in intervention goals and adaptation of the intervention plan. For two participants 
(caregiver i3, client i6) it was associated with difficulties to formulate and evaluate 
own personal goals. For two caregivers (i2 and i7), not all personal goals 
formulated at baseline were given attention during the SF Programme. Box 1 
illustrates the mismatch between goal setting and intervention delivery for two 
clients who participated in the Social Fitness study.  
 
Box 1 Examples of the mismatch between goal setting and intervention delivery 
 
- Client i2 described positive experiences with participating in a fall-prevention training as part of the 
SF Programme, however COPM performance scores declined and COPM satisfaction scores 
remained similar. Analysing the personal goals revealed that these did not target decreasing fall 
accidents but they focused instead on the clients’ wish of being in charge and making own 
decisions, riding a bike and travelling. This revealed a mismatch between goal setting and 
intervention delivery.  
- Client i3 described participation in new social activities, but this was not reflected in COPM-scores. 
The increase in participation concerned an activity (day care) different from the activities on which 
goals were formulated (walking, riding a bike, playing a pool game, travelling). The formulated 
goals were too difficult to attain due to deterioration of the clients’ situation. This revealed a 
mismatch between goal setting and intervention delivery; the formulated goals were not 
realistic and therefore goals were changed during intervention delivery.  
 
 
Discussion  
Although the Social Fitness Programme was developed using scientific evidence, 
expert opinions and stakeholder needs (involving healthcare and welfare 
professionals, and caregivers of people with cognitive problems), and although 
results on feasibility seemed promising 6, we were unable to overcome 
implementation barriers: over 65 percent of the people who were referred to the 
effectiveness study declined participation As a result, our intervention reach was 
minimal and we felt the necessity to stop the inclusion and to analyse the process 
and barriers thoroughly. The high decline rate was mainly caused by a lack of 
internal motivation to increase social participation expressed by people with 
cognitive problems. From our previous studies6,7, we knew this mechanism played 
a role. However, we were unaware of the scale of this problem and we expected 
that caregivers, as they were often dissatisfied with the decreased social 
participation of the people they cared for, would be willing to participate and would 
persuade the person they cared for to participate in the study.  
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(interviews) and quantitative (COPM) results: all participants but one were satisfied 
with the results from the intervention after t2, which was not sufficiently reflected in 
the COPM evaluation. For all participants except one caregiver (i4), this was a 
result of a (partially) mismatch between formulated goals and activities initiated 
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during the SF Programme. This mismatch was for four clients (i2, i3, i4, i7) related 
to the deterioration of their cognitive and/or physical problems, which led to a shift 
in intervention goals and adaptation of the intervention plan. For two participants 
(caregiver i3, client i6) it was associated with difficulties to formulate and evaluate 
own personal goals. For two caregivers (i2 and i7), not all personal goals 
formulated at baseline were given attention during the SF Programme. Box 1 
illustrates the mismatch between goal setting and intervention delivery for two 
clients who participated in the Social Fitness study.  
 
Box 1 Examples of the mismatch between goal setting and intervention delivery 
 
- Client i2 described positive experiences with participating in a fall-prevention training as part of the 
SF Programme, however COPM performance scores declined and COPM satisfaction scores 
remained similar. Analysing the personal goals revealed that these did not target decreasing fall 
accidents but they focused instead on the clients’ wish of being in charge and making own 
decisions, riding a bike and travelling. This revealed a mismatch between goal setting and 
intervention delivery.  
- Client i3 described participation in new social activities, but this was not reflected in COPM-scores. 
The increase in participation concerned an activity (day care) different from the activities on which 
goals were formulated (walking, riding a bike, playing a pool game, travelling). The formulated 
goals were too difficult to attain due to deterioration of the clients’ situation. This revealed a 
mismatch between goal setting and intervention delivery; the formulated goals were not 
realistic and therefore goals were changed during intervention delivery.  
 
 
Discussion  
Although the Social Fitness Programme was developed using scientific evidence, 
expert opinions and stakeholder needs (involving healthcare and welfare 
professionals, and caregivers of people with cognitive problems), and although 
results on feasibility seemed promising 6, we were unable to overcome 
implementation barriers: over 65 percent of the people who were referred to the 
effectiveness study declined participation As a result, our intervention reach was 
minimal and we felt the necessity to stop the inclusion and to analyse the process 
and barriers thoroughly. The high decline rate was mainly caused by a lack of 
internal motivation to increase social participation expressed by people with 
cognitive problems. From our previous studies6,7, we knew this mechanism played 
a role. However, we were unaware of the scale of this problem and we expected 
that caregivers, as they were often dissatisfied with the decreased social 
participation of the people they cared for, would be willing to participate and would 
persuade the person they cared for to participate in the study.  
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We hypothesize the way we framed the intervention (social participation 
improvement) was suboptimal and too direct, threatening peoples’ autonomy 
because they are ‘accused’ of being unable to self-manage and seem to be in 
need for help.21 The feeling of being unable to adequately contribute to social 
interactions seemed to be causing embarrassment. Framing the intervention on 
managing abilities in daily life in the context of decline would probably have 
appealed to people more. Activities of daily living such as getting dressed and 
preparing breakfast act as a precondition to the performance of social 
participation7, and therefore the focus of intervention delivery can remain 
unchanged.  
 In our feasibility previous study6, caregivers participated in the Social Fitness 
Programme to increase social participation of the person they cared for, and also 
because they wanted to relieve the burden they experienced as a result of 
caregiving. However, in the current study, professionals were hesitant to refer 
caregivers to the study because they feared increased caregiver burden 
associated with study participation. This contributed to the low intervention reach. 
Based on our study, we can conclude the Social Fitness Programme is only 
suitable for those willing to improve their social participation overtly, which is a 
small minority of all people with cognitive problems. Furthermore, although 
caregiving burden can be relieved as a result of participation in the study, study 
participation itself increases caregiving burden. Caregivers who were already 
burdened as a result of increasing demand for care were not referred to this study. 
A somewhat stable and balanced personal situation of the couple seems therefore 
a prerequisite for successful referral to this intervention.  
 Overall implementation was inadequate and affected by barriers on all 
healthcare levels, which was confirmed by participating professionals. The shift 
from intervention goals during intervention delivery, suboptimal adherence of PT 
and welfare guidance threatened fidelity of the Social Fitness Programme. Also, in 
many cases, other professionals (PTs and Dementia Casemanagers) who were 
not involved in the study and therefore not trained in the SF protocol, were 
involved in intervention delivery, which acted as a barrier for good intervention 
delivery. Implementation was insufficiently incorporated in existing networks. 
 Nevertheless, participants were generally satisfied with the results after t2. Most 
successful outcomes (especially on satisfaction with social participation) were 
observable for clients in the intervention group after three months of intervention, 
and for caregivers afters six months of intervention. Positive results for clients on 
satisfaction at three months are most likely a result of the attention clients received 
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from the OT. And, as satisfaction with social participation increased in clients from 
the control group as well, this attention effect could also be caused by general 
study participation and contact with the researchers during intake and baseline 
measurements.22 The positive results reported by caregivers (i.e. better able to 
deal with cognitive decline and improved coping skills) were only reflected in 
COPM-scores six months after the start of the intervention, probably because 
these behaviours took time to master and the measurement at three months 
became too early for that.  
 In all, the tailor-made Social Fitness Programme did not fit in three ways. First, 
offering an intervention explicitly focused at improving social participation did not fit 
with clients and caregivers. Managing and coping with the inevitable decline on 
daily basis could be a better starting point for intervention, instead of directly 
focussing on active social participation. Second, the intervention seems to be too 
complex to implement in the way it was designed, and as a result implementation 
was inadequate. This is a result of involvement and interactions between three 
different professionals at one hand, and changing needs, increased decline and 
interactions between clients and their caregivers at the other hand. Difficulties 
arose especially when goals on social participation which were set at the start of 
the intervention appeared to be too difficult to attain. We therefore suggest to 
incorporate one leading professional who analyses the situation on all domains, 
including social participation, and sets priorities, and who then involves other 
professionals no sooner than possible: a step-by-step approach, for goal setting 
and intervention delivery. Third, there is a tension between the offering of a tailor-
made intervention and evaluating it through a fixed study design. As a result, the 
follow-up measurements evaluated merely unfinished treatments and overall 
outcomes at fixed times. A participatory design would have fitted the effectiveness 
evaluation of this intervention better.23 Participatory Action Research focuses on 
social processes and collaboration with participants to get insight in actual 
changes in practise 24. The lack of participants to meet power calculations inhibited 
the effectiveness evaluation of this complex intervention. This process evaluation 
revealed the lack of effect was the result of a major implementation failure, rather 
than genuine ineffectiveness.9 While the single OT13-15 and PT interventions16-18, 
which were incorporated in the Social Fitness programme dealt with 
implementation difficulties as well, sufficient participants could be included and 
effectiveness of these interventions was established. Besides the single 
interventions being less complex, another possible reason for their success was 
the focus on activities of daily living, taking into account the relevance for social 
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interaction, which is experienced as less threatening by participants with cognitive 
problems. 
 
Conclusion  
The Social Fitness study did not fit in three ways. First, framing the intervention on 
social participation promotion was as threatening to clients. The feeling of being 
unable to adequately contribute to social interactions seemed to be causing 
embarrassment. Second, the intervention seemed to be too complex to implement 
in the way it was designed. Third, there is a tension between the offering of a 
personalised tailor-made intervention and evaluation through a fixed study design. 
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This thesis focuses on the development and evaluation of the Social Fitness 
Programme (SF Programme), which was conducted between June 2012 and 
August 2016. We aimed to empower clients and caregivers to participate by 
facilitating their performance in a person-centred and tailor-made way and by 
adapting their social and physical environment to their preferences and abilities, 
with the aim to overcome the barriers they experienced. In this chapter, our main 
research findings are placed in a broader scientific, methodological and societal 
context. Implications for clinical practice and future research are discussed and an 
overall conclusion is drawn. 
 
Main research findings 
In this study, social participation referred to the taxonomy of social activities as 
proposed by Levasseur and colleagues 1(p. 2146) “the person’s involvement in 
activities that provide interaction with others in society or the community”. During 
the Social Fitness Programme, the goal for client and caregiver was to reach a 
social participation level at minimum one level higher compared to their current 
level.  
 
 
 
Figure 1 Taxonomy of social activities based on 1) levels of involvement of the individual with 
others and 2) goals of these activities1. (Reprinted from Social Science and Medicine with 
permission.) 
 
We found that all clients and most caregivers perceived that social participation 
was decreasing over time (research question 1, chapter 2). Analysing the 
influencing factors for social participation resulted in five themes: behavioural, 
physical, social environmental, physical environmental, and activity-related factors. 
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Our analysis showed that people with cognitive problems (clients) sometimes 
made the deliberate choice to refrain from social participation to protect 
themselves from the consequences of cognitive problems and from encounters 
with others. Most people with cognitive problems answered to be satisfied with 
their reduced social participation. This became a dilemma, as most (especially the 
younger) caregivers were dissatisfied with the decreased social participation of the 
people they took care of. 
 The newly developed multidisciplinary SF Programme was based on knowledge 
on relevant evidence-based interventions and combined with expert opinions 
(research question 2, chapter 3) and was an integration of occupational therapy 
(COTiD-intervention), physiotherapy (Coach2Move strategy) and guidance by 
welfare professionals. We aimed at empowering clients and caregivers to 
participate and  to overcome the barriers they experienced by facilitating their 
performance in a person-centred and tailor-made way and by adapting their social 
and physical environment to their preferences and abilities. The SF Programme 
combined exercises and training of bodily functions,  the effective use of skills and 
strategies to improve physical and social activities of the client and caregiver and 
coaching methods focused on improving their self-confidence and self-
management. The welfare professionals provided practical support in achieving 
clients’ and caregivers’ goals. 
 During the pilot study, the SF Programme seemed feasible according to 
stakeholders, although also barriers were detected (research question 3, chapter 
4). Limited efficacy showed promising results: 78,6% of the participants with 
cognitive problems, attended new (social) activities during the SF Programme, with 
or without their caregivers. One important barrier hindering recruitment was that 
discussing the declining social participation with clients was difficult. As already 
recognised in the qualitative study, some clients lacked the motivation to improve 
their declining social participation, sometimes in contrast to their caregivers’ 
wishes. Moreover, caregivers sometimes experienced participation in the 
intervention as a burden, because of the time investment in an already overloaded 
period of their lives. Another barrier was that collaboration between healthcare and 
welfare professionals was suboptimal.  
 The RCT we designed for the Social Fitness study used two primary endpoints: 
performance and satisfaction with social participation, measured through the use 
of the Canadian Occupational Performance Measurement (COPM) (research 
question 4, chapter 5). Success of the trial was defined as improvement in one of 
the two endpoints and no deterioration in the other. The single blind RCT included 
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measurements at baseline, 3 months and 6 months after the start of the 
intervention. We aimed to include 92 clients and their primary caregivers. 
 After an time period of 15 months only 17 couples could be included (chapter 6) 
and we failed to establish the effectiveness of the SF Programme (research 
question 5). The process evaluation revealed that the high study decline was 
mainly caused by a lack of internal motivation to increase social participation 
expressed by clients, but also the relatively high burden of the caregivers at 
baseline (chapter 7). Furthermore, intervention delivery was suboptimal as a result 
of insufficient involvement and interactions between professionals (Occupational 
Therapist, Physiotherapist and Welfare professional) involved at one hand and 
changing needs, increased decline and changing interactions between clients and 
their caregivers on the other hand. We also found that some barriers were related 
to the research environment . 
 
Discussion on main findings  
The Social Fitness study showed that it is difficult to improve social participation of 
community-dwelling older people with cognitive problems (clients) and their 
caregivers. Despite the efforts made during the different phases of this project, 
implementation was inadequate, which happens more often in psychosocial 
interventions in dementia care 2 3.  
 
We experienced implementation barriers at three levels: 
1. Clients experienced social barriers and societal stigma, which led to feelings of 
insecurity and avoidance of social situations, hindering their social 
participation.  
2. Several Social Fit Programme components and study elements were 
suboptimal. 
a. Framing the intervention 
b. Goal setting 
c. Target population 
d. Interaction between professionals 
3. Organisation of the study: the RCT design. 
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1. Clients experienced social barriers and societal stigma, hindering their 
social participation  
From our study we learned that social participation is determined to a great extent 
by personal attitudes, in interaction with factors in the social and physical 
environment (context). The social barriers clients experienced made them decide 
not to participate in a programme aimed at improving their social participation. 
Clients often had already made a deliberate choice to refrain from social 
participation, to protect themselves from the consequences of their progressing 
cognitive problems. Social barriers included the feeling of not being accepted 
because of cognitive problems and negative encounters in the past, which led to 
feelings of insecurity. To overcome these feelings, clients avoided potentially 
difficult social situations and avoidance was already established as a coping 
strategy. The social barriers were much more predominant than anticipated on and 
these barriers were very difficult to overcome. Also, a societal stigma hindered 
clients to admit their dissatisfaction with reduced social participation and 
associated feelings of loneliness 4. Society regards cognitive problems hindering 
social activities and loneliness as socially undesirable. People with a cognitive 
disability and lonely people lack the ability to establish social relations, which 
suggests they display socially undesirable behaviour. As a result, people rather did 
not reveal their loneliness and consequently, clients experienced difficulties in 
expressing a need for assistance to be able to engage in social activities to 
alleviate their feelings of loneliness. Caregivers acknowledged the clients’ 
behavioural barriers, although they were generally unable to deal with them 
effectively. Also, clients and older caregivers accepted a decrease in their social 
network and social activities as normal part of ageing, which resulted in a low need 
for action to improve their social participation.     
 
Response strategies to cognitive decline 
People with mild to moderate dementia are known to use a mixture of active 
strategies to compensate occupational difficulties and optimize daily life 5 6 7,8. 
Examples of these response strategies are perceptual input (such as visibility of 
important items) and support in the social environment, for example following daily 
routines of their spouse, which can also cause additional burden for caregivers. 
The main goal of these strategies is maintaining a sense of control and mastery 
over everyday life rather than achieving self-efficacy 5. Besides optimization and 
compensation, another strategy is the selection of cognitively less demanding 
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activities 9. Selection is the strategy used most in relation to social participation: 
clients made a deliberate choice to avoid social situations in order to keep a sense 
of control and to manage their everyday life. When aiming to enhance social 
participation, it is important to find strategies to reverse clients’ passive response 
of avoiding social situations. This is challenging, as people with dementia and 
those in the early stages of cognitive decline show progressing cognitive and 
functional decline 10-13, including impaired intellectual capacity and communication 
deficits, which may influence social relations 14. Awareness of their own cognitive 
decline and its consequences might be the very reason why clients withdrew from 
social situations. These findings suggest the need for greater understanding 
concerning how clients experience their cognitive decline and how they cognitively 
process their loss of control and disabilities in social situations. More insight is also 
required in the response strategies people use in social situations to compensate 
for their decline, besides withdrawal. Response strategies can include support 
from the already burdened caregiver. This raises the question how to involve the 
broader social environment to compensate for decreasing social participation.   
 Our evidence suggested that older clients avoided social participation 
opportunities, for a variety of reasons linked to experienced barriers (e.g. lack of 
confidence due to cognitive decline, physical disabilities, decreased social 
network, lack of suitable opportunities). In a study on social participation among 
lonely older adults without cognitive problems, Goll and colleagues 15 identified 
similar barriers to social participation. Also, participants responded to barriers 
similar to our study: by avoiding social opportunities and attempting to cope alone. 
Avoidance as a coping mechanism to loneliness was also identified by 
Schoenmakers and colleagues 16. Avoidance was described as regulative coping, 
in contrast to active coping through improving relationships. Golls’ analysis 
revealed two psychological processes that explained participants’ avoidance 
response: fear of social rejection and fear of losing preferred identities. The 
authors concluded that social participation improvement required not only the 
removal of barriers alone, but also addressing older people’s beliefs, fears and 
identities 15. In retrospect, these aspects received too little attention in the Social 
Fitness Programme. In the future, interventions aimed to promote social 
participation among people with cognitive problems, should incorporate targeting 
social fears. For instance, principles from Cognitive Behavioural Therapy 17 can be 
applied to address and normalising social fears. Facilitating gradual steps towards 
participation by implementing a ‘buddy’ system for all clients 15 is also 
recommended. Additionally, the buddy could provide instrumental support for the 
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relief of the burdened caregiver. A buddy may also extend the client’s and 
caregiver’s declining social network. Research showed a buddy could best be non-
family and locally based 18. In our study, welfare professionals arranged a 
volunteer to serve as a buddy for several clients: either to have conversations with 
or to go along to social activities. However, the process of arranging a volunteer 
was time consuming: as a result of a lack of in volunteers and because the search 
for a volunteers was not initiated until the welfare professional had concrete goals 
or activities the volunteer would be occupied with. A practical recommendation 
would therefore be to start searching for a volunteer or buddy early in the 
intervention process, for support of the client towards increasing social 
participation and to relieve caregiver burden. The increasing emphasis in Dutch 
society on citizen participation and living at home with help from both informal and 
professional caregivers as long as possible, resulted in an increase of community 
organisations arranging buddy care and professional care giving in the community. 
Clients and caregivers appreciate this support at home, as it allows people to 
function in their own environment through social, emotional and instrumental 
support.  
 
Social participation within the social network 
Our study sheds light on the connection between social participation and the 
dimensions of social health: social participation is the result of a dynamic 
interaction between personal factors (the capacity to fulfil one’s potential and 
obligations and the ability to self-manage the disease) and the social and physical 
environment in which social participation occurs. In social situations, the clients’ 
responses take place in interaction between the client and the social environment. 
Social participation can therefore be challenged by the social network. Social 
networks and social support are known to have powerful effects on physical and 
mental health 19. Trusting and reciprocal relationships are important part of a social 
support network 20. Positive responses of the social network, which includes the 
maintenance of dignity and preserving people’s autonomy, might thus enhance 
social participation. Positive social attitudes from the social environment could also 
relieve the daily burden for clients and caregivers, leading to less social isolation 6. 
We therefore recommend to first extend the Social Fit Programme with an analysis 
of the client’s social network. Secondly, the social network can be supported by 
displaying effective communication and behavioural responses towards the client. 
Thirdly, intervention should target the social fears of the clients by use of principles 
from Cognitive Behavioural Therapy, which can be directed at addressing and 
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normalising social fears. Finally, the social network can be activated to involve and 
support a client in activities, as co-engagement is more likely to result in social 
support 18. By involving the entire social network and not only the primary 
caregiver, the caregiver might be supported and unburdened as well, increasing 
their well-being21. The necessity of unburdening the primary caregiver is illustrated 
by this quote from a primary caregiver who participated in the RCT:  
“No, I was not there <at the clients home when a Social Fit professional 
was there>. It is not possible for me to be here <at the clients home> 
every time someone comes over... I also have my own activities.” 
(caregiver ID 31) 
 
Participating in the Social Fitness Programme did not always relieve the already 
burdened caregiver and the caregiver sometimes became even more burdened by 
participating in the intervention. Thus, involving the primary caregiver did not 
always result in providing adequate support for the caregiver. The intervention 
should have focused more on the individual needs of the caregiver, instead of 
incorporating the caregiver for the support of clients’ needs. In contrast to the 
single COTiD intervention, which focused on support of daily activities in or around 
the clients’ and caregivers’ home environment, the Social Fitness Programme 
focused on activities outside home, which involved the broader and more complex 
social environment. Also, the social network of the clients most likely differed from 
the caregivers network. Consequently, the differences in network (size) between 
client and caregiver raises the question whether it would not have been better to 
guide the client and caregiver more separate and to involve their own social 
networks.  
 It is important that society provides social settings in which clients and their 
network members can engage in activities. However, current services do not 
always accommodate to clients’ abilities. It is therefore important for clients that 
their social and physical environment is adapted into a more Dementia Friendly 
Society, which is focused on acceptance and social inclusion of clients with 
cognitive problems. In 2016, the Alzheimer’s Disease International (ADI) and a 
European multi-country study both identified key elements and cornerstones in 
developing Dementia Friendly Societies, i.e. people (involvement of people with 
cognitive problems), communities (social and physical environments), 
organizations (Dementia Friendly organizations and access to appropriate health 
care) and partnerships (support, collective commitment and collaboration of 
organizations) 22 23. The Dutch government supports the development of Dementia 
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Friendly Societies together with the Dutch Alzheimer Association and the major 
pension fund PGGM and launched the campaign “Dementia friendly together” 
(“Samen dementievriendelijk”) in 2016. Goals are to achieve more recognition, 
acknowledgement and understanding for dementia in the society and to create an 
inclusive society for people with dementia. 
 
Implications for future practice and research include: 
 The need for greater understanding of how clients experience their cognitive 
decline and how they cognitively process their loss of control and disabilities in 
social situations.  
 Gaining insight in the response strategies people use in social situations to 
compensate for their cognitive decline, besides withdrawal.   
 Involving a buddy early in the intervention process, for support of the client and 
of the caregiver. 
 Training professionals in identifying and involving the social network.  
 Greater focus on the social participation needs and social network of the 
caregiver. 
 The need for scientific knowledge and understanding how to develop Dementia 
Friendly Societies, which focus on the inclusion and support of clients and 
addressing caregivers’ needs for understanding, coaching and support.  
 
2. Several Social Fit Programme components and study elements were 
suboptimal 
a. Framing the intervention 
Recruitment problems appear regularly in studies targeting frail elderly adults 24 or 
their caregivers 25. Attempting to overcome these problems, researchers used 
recruitment strategies which are labelled as successful 26: piloting recruitment and 
study materials, maximizing effective communication by involving caregivers in the 
process of designing communication materials, avoiding physical barriers to 
participate in the study by conducting the research at the participants’ home, 
confirming appointments in writing, engaging caregivers and working with general 
practitioners (GPs). Despite these efforts, inclusion to the study was limited and 
the lack of participants to meet power calculations inhibited the effectiveness 
evaluation of this complex intervention.  
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Recruitment problems appear regularly in studies targeting frail elderly adults 24 or 
their caregivers 25. Attempting to overcome these problems, researchers used 
recruitment strategies which are labelled as successful 26: piloting recruitment and 
study materials, maximizing effective communication by involving caregivers in the 
process of designing communication materials, avoiding physical barriers to 
participate in the study by conducting the research at the participants’ home, 
confirming appointments in writing, engaging caregivers and working with general 
practitioners (GPs). Despite these efforts, inclusion to the study was limited and 
the lack of participants to meet power calculations inhibited the effectiveness 
evaluation of this complex intervention.  
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Recruitment problems 
Several recruitment problems were related to study elements, including the chance 
of being allocated to the six-month control group. Some couples preferred direct 
allocation to Occupational Therapist (OT) or Physiotherapist (PT) for direct support 
in reaching simple goals, which was the reason they excluded themselves from 
study participation and visited OT or PT directly. Other clients already visited a PT 
who was not connected to the study and they were therefore unwilling to 
participate in the study and switch to another PT.  
 Recruitment problems related to programme components involved first of all the 
way the intervention was framed. We believe the way we framed the intervention 
(social participation improvement) was suboptimal and too direct, threatening 
people’s autonomy because they are ‘accused’ of being unable to self-manage 
and seem to be in need of help and it might felt they were labelled as lonely27. For 
caregivers, the main reason to decline study participation was suspected 
increased caregiver burden, which is a common burden among dementia 
caregivers 28 29.  
 
Framing on social participation versus daily activities 
While the single OT 7,30-32 and PT interventions 33-35, which were incorporated in 
the Social Fitness Programme dealt with recruitment difficulties as well, sufficient 
participants could be included and effectiveness of these interventions was 
established. Besides the single interventions being less complex, another possible 
reason for their success was the focus on activities of daily living. Impairment in 
daily activities is a significant and independent predictor for low social participation 
14. As cognitive problems result in increasing degrees of impairment in functioning 
and activities of daily living, social participation is also threatened indirectly by a 
decline in daily activities and thus these activities are important in relation to social 
participation. Furthermore, performing everyday activities contributes to people’s 
sense of self-management and autonomy. Performing daily activities has a value 
because it results in feelings of belonging, enjoyment and independence. 
Performing daily activities serves as a means to self-manage and to be in charge 
of daily life 36. The single OT and PT interventions took into account the relevance 
of social interaction, using motivational interviewing techniques to yield meaningful 
activities. Most important facilitators for intervention delivery were related to clients’ 
and caregivers’ motivation to accept support for enabling them to function in their 
own home environment, which provided immediate relief from experienced burden. 
Therefore, in retrospect, we would have been able to reach more people if we had 
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focused on managing abilities in daily life in the context of decline instead. When 
the focus of the recruitment strategy for the Social Fitness Programme would be 
adjusted, people would be included on the basis of problems in mobility and in 
daily activities. This would still allow the professionals to include social 
participation in meaningful activities in the problem analysis and goal setting 
phase. We think that we would have been able to include more participants.  
 
b. Goal setting  
During the baseline measurement, the research assistant (also trained as an 
occupational therapist) administered the Canadian Occupational Performance 
Measurement (COPM; 37 two times for every couple: first with the client and 
second with the caregiver. The COPM is designed as an outcome measure, with a 
semi-structured interview format and structured scoring method. The participant 
was first asked to describe a usual day and to indicate what problems he or she 
encountered in (social) activities during the week. These problems were rated by 
the participant according to their importance. The most important problems in 
activities were subsequently rated for perceived performance capacity and 
satisfaction with this performance. These latter two aspects were scored again at 
t1 (three months after baseline) and t2 (six months after baseline) to measure 
change in perception of perceived performance and satisfaction. This method was 
applied as the COPM is found to be responsive to change and is widely used as 
an outcome measure for individuals and interventions 38 39 40. The problem areas 
identified by the research assistant at baseline were shared with the occupational 
therapist who was assigned to the couple. The OT addressed these problem areas 
during the problem analysis at the start of intervention delivery when intervention 
goals were formulated with client and caregiver. Goal setting is important in 
patient-centred healthcare, especially in the care for people with cognitive 
problems as a result of the complexity of geriatric care 41 42: Goals link plans of 
care to desired outcomes and ensure the selection of relevant actions during 
intervention delivery 43. Explicit discussion of goals is also a means to clarify the 
purpose of interventions for both client and caregiver, especially when there is 
disagreement between the client and caregiver on the perceived level of social 
participation of the client. However, setting goals is a complex process and goal 
formulation can be influenced by recognition of problems and priorities, self-
efficacy beliefs and outcome expectancies 44. 
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Mismatch in goal setting and intervention delivery 
Difficulties in goal setting also occurred in our study, resulting in a mismatch 
between formulated intervention goals and activities initiated during intervention 
delivery. This mismatch stemmed from four different causes. The first cause of the 
mismatch was related to study elements and other causes were related to 
problems related to the implementation of the intervention. Firstly, a mismatch 
originated from an inability to formulate problem areas during the baseline 
measurement. During this baseline measurement, the research assistant and the 
client met for the first time and had no trusting relation yet. During the consecutive 
intervention delivery by OT however, specific intervention goals were formulated. 
This could be a result of the client trusting the OT, as trust is an important factor in 
discussing goals 41. As trust is an important factor in discussing goals, we 
recommend the professionals who deliver the intervention should also set the 
intervention goals, instead of the research assistant who has no trusting relation 
with client or caregiver.  
 Secondly, the mismatch was a result of the inevitable cognitive and/or physical 
deterioration of people with cognitive problems 10,11 during the six-month duration 
of the trial. This decline required a forced shift in intervention goals and an 
alteration of the original intervention plan. This mismatch raised the question 
whether the prognosis of the cognitive decline had been taken into account 
sufficiently during the goal setting. Setting specific goals on social participation 
was new for the participating professionals and it was difficult for them to uncover 
the social participation needs of the client and to translate them into feasible 
intervention goals.  
 Thirdly, a suboptimal application of motivational interview techniques during the 
goal setting process resulted in the formulation of goals which did not always 
match the most predominant needs of the client or caregiver entirely. For instance, 
one caregiver mentioned she had expected to get instrumental support in caring 
for her mother during an interview after she had participated in the RCT: 
 
 “… I will do it <hospital visits with the client> myself if I can. She <the 
client> has to go to the hospital… It is not possible for me <to take her 
there> at this moment. I expected that … someone would be 
arranged…to take my mother…” (caregiver ID 31) 
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This instrumental support was not provided as part of intervention delivery, as the 
caregivers’ problem areas were directed at: 1) information and advice regarding 
dealing with cognitive problems and 2) strategies to teach the client efficient 
agenda management for appointments. The SF study targeted clients and 
caregivers at the same time. Nevertheless the client needs prevailed during 
intervention delivery. Caregivers were coached in supporting the client, but their 
individual needs for support sometimes remained unmet as professionals focused 
on the client rather than on the caregiver. By involving the broader network during 
intervention delivery, the attainment of goals on social participation could be better 
supported. 
 Finally, for some caregivers there was a mismatch, since personal goals 
regarding increase of their own social participation formulated at baseline, were 
not given attention to during the SF Programme. These caregivers were 
predominantly focused on the well-being of the person they cared for and this led 
to conflicts with their own needs. 
  
“...well I do not feel like a patient. I can take care of myself...but I can 
imagine if it gets worse ... caregivers can get somewhat isolated. But we 
have not reached that point yet.” (caregiver ID 12) 
 
Nevertheless, this caregiver did identify three problems areas regarding her own 
social participation at the start of the intervention. From literature, it is known 
caregivers tend to neglect their own needs and rather focus on the care recipient’s 
needs 45. Caregivers also often do not want to be in need of help themselves 46. 
This again raised the question whether the primary caregiver should have been 
the only one involved in an intervention to enhance client’s social participation, as 
it contributed to minimising his/her own needs. The professionals involved in 
intervention delivery focused on the needs of the client rather than on the 
caregiver’s needs. 
 
COPM to measure changes in social participation  
Although there is a growing interest in social participation, there is no agreement 
on definition and measurement 1,47. When reflecting on using the COPM to 
measure social participation changes as we did in the Social Fitness study, the 
positive attributes are it’s client-centeredness allowing the participants to formulate 
problem areas and engage them in goal setting. The psychometric properties of 
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the COPM including clinical utility, validity and responsiveness have been 
evaluated in many studies in different patient groups and results support the 
reliability and validity of the COPM 48 49 50 . However, difficulties arose in our study 
with the moderate reproducibility, which is known form literature as well 40 48 50 48,51 
. While priorities were set during baseline by the research assistant who did not 
undertake the intervention, for some participants these priorities evolved over time 
during intervention delivery. As a result, treatment goals covered in the 
intervention could be different from the priorities identified at baseline. Because 
only the priorities set at baseline were measured over time, the evolving priorities 
could have led to underestimation of the potential effect of the intervention. The 
COPM was originally directed at identifying and prioritising problem areas in daily 
activities and we extended the instrument to capture social participation activities. 
We included closed questions regarding recent changes in social participation, to 
allow for steering the participant towards reflecting on problem areas in the field of 
social participation. However, psychometric properties were not re-tested after 
these adjustments.  
 These findings highlight the complexity of formulating goals on social 
participation and factors influencing goal setting. In retrospect, we should have 
trained the Social Fitness professionals in eliciting and facilitating goals on social 
participation, since goals on social participation require a different approach and 
face different problems and barriers compared to intervening in daily problems in 
the home environment. In clinical practice, initially set goals ought to be reviewed 
periodically to ensure that they fit the care plan 41. Real client-centred working 
asks for flexibility in goal setting. However, in our study, adjusting goals hindered 
the measurement of goals. Follow-up research should be performed to get insight 
in the use of client-centred instruments for setting feasible goals related to social 
participation, in relation to the measurement of changes in social participation over 
time.       
 
c. Target population 
Based on our study, we can conclude that the Social Fitness Programme in its 
current form is only suitable for the small minority of clients who were willing to 
improve their social participation overtly and were thus able to formulate goals on 
social participation. To be able to provide efficient psychosocial care, it is important 
for the intervention to fit the targeted population However, there is little research 
on the effects of interventions on subgroups of people with dementia and their 
caregivers 52. In our study, we included clients in different stages of cognitive 
  General discussion 
139 
problems: from undiagnosed cognitive problems to mild dementia. Groen and 
colleagues 53 distinguished different key events, which are related during the 
stages of dementia. Before diagnosis different concerns are at play (for instance 
safety of homes, administering medication and arranging home care) than during 
the key event of diagnosis. Another key event is: inactivity of the person with 
dementia. This includes concerns about the activities of lack thereof. These results 
show that people have different things to worry about at different stages of the 
disease and improving social participation might not a priority for people during the 
phase before a diagnosis is set. Knowing what type of decisions will be needed for 
people with dementia over time can facilitate advance care planning, including a 
focus on social participation. Timely discussion of issues can facilitate shared 
decision-making as well.   
 Clients’ need for help and support in daily activities causes most of the social 
and economic burden in dementia 6 and daily activities are related to social 
participation in several ways (pre-conditional, enhancing feelings of belonging, 
enjoyment, independence, autonomy and self-management). Therefore, we 
recommend to incorporate a focus on social participation during the provision of 
support in daily activities for people with cognitive problems or dementia diagnosis. 
Support primarily aimed at maintaining rather than improving the client’s functional 
abilities and social participation might be a good starting point 54.  
 We also recommend exploratory follow-up research on understanding readiness 
for change in relation to social participation among elderly people with cognitive 
problems and those with dementia diagnosis. To achieve behaviour change, 
people typically progress through different stages (pre-contemplation, 
contemplation, preparation, action and maintenance) 55. Research should provide 
insight in the stage clients are in and the clients’ characteristics that are associated 
with their readiness for change. These insights can be used in practice to get 
insight in how to move clients from low to higher readiness.  
 The discussion on the suboptimal intervention programme elements of the 
Social Fitness Programme raised the question whether our research on social 
participation would not have been more successful if clients with decreasing social 
participation and caregivers had been targeted separately, instead of a 
client/caregiver couple. In that way, the primary caregivers’ needs can be targeted 
separately, as part of providing caregiver support.  
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d. Interaction between professionals  
Overall implementation during the RCT was inadequate and affected by barriers 
on all healthcare levels, which was confirmed by participating professionals. 
Limited inclusion prevented professionals from gaining much experience in 
intervention delivery and therefore they were unable to get a routine. The Social 
Fitness Programme protocol was not carried out as planned. This especially 
applied for the PT and Welfare guidance, which threatened the fidelity (quality of 
intervention delivery).  
 The professionals involved in intervention delivery were selected and recruited 
through two OT practice holders, who informed the researcher on the PTs and 
Welfare professionals they had worked with successfully in the past. With this 
method of selection, we aimed to ensure the recruitment of professionals who 
were already familiar with each other, which facilitated working together in the 
community based on past experience. However, 50% of the participating clients 
were unwilling to switch to a Social Fitness Programme PT and they continued 
their own regular PT treatment independent from the SF programme. Guidance by 
Welfare professionals was not initiated for 63% of the couples, as Dementia 
Casemanagers and Practice Nurses were already involved in guiding SF 
programme participants, while they were untrained in relation to the Social Fitness 
Programme. However, based on their expertise, we believe the Welfare 
professionals could have provided pro-active input on facilitating social 
participation as part of the integrated treatment plan, which was the procedure 
outlined in the Social Fitness programme manual. For instance, performing a 
social network analysis is a pro-active task a Welfare professional could perform. 
However, at their own request, the Welfare professionals were only involved if 
there were specific questions for help during intervention delivery.  
 In all, implementation was insufficiently incorporated in existing care and social 
networks within the community, caused by selection of SF professionals 
beforehand as part of the study design and by fixed intervention delivery required 
for evaluation. For the future, we recommend to incorporate one leading 
professional who analyses the client’s situation on all domains of health, including 
social health, social network and social participation. The background of this 
professional is of less importance than the method of the domain analysis. This 
requires a paradigm shift of professionals working in the community, from supply-
oriented towards demand-driven care. After setting priorities, other professionals 
and people from the social network are involved, based on their expertise in 
relation to the priorities set, applying a step-by-step approach. The starting point 
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should not be involving the ‘prescribed’ professional (i.e. OT, PT, Welfare 
Professional in de the Social Fitness Programme), but to include other 
professionals if and when necessary depending on the priorities and goals set and 
involving the social environment to ultimately achieve involvement of people with 
cognitive problems in society (Dementia Friendly Societies). This working method 
is in line with the paradigm shift in Dutch society towards emphasis on citizen 
participation 57 and the associated shift in definition of health towards ‘the ability to 
adapt and self-manage in the face of social, physical and emotional challenges’ 58.  
 Although we organised interdisciplinary kick-off meetings and individual 
professionals were coached on the job by the main researcher during intervention 
delivery, collaboration between especially Healthcare and Welfare professionals 
was suboptimal. Improvement can be achieved through a more intensive 
interdisciplinary training using a network approach. This method was regarded 
feasible 59 and effective 60 in a trial on implementing Parkinson’s disease 
guidelines. This training could have been given a more prominent place during 
intervention delivery, involving also the professionals who were not initially trained 
for intervention delivery but who were involved during implementation of the 
intervention. The training can consist of problem-based peer assessment 61 and 
could have been applied throughout the study (from the exploratory feasibility to 
the RCT phase) to improve guideline adherence, including interdisciplinary 
cooperation. With this strategy, professionals assess performance of their peers in 
a simulated setting including providing feedback. Peer assessment aims at 
increasing self-reflection and improving awareness of actual performance 61. 
 
3. Organisation of the study: the RCT design  
Our study revealed the tension between offering of a tailor-made intervention and 
evaluating it through a fixed study design (RCT) with randomisation at individual 
level. Firstly, randomisation at individual level induced the chance of being 
allocated to the six-month control group and as a result people declined study 
participation. Study participation also entailed randomisation to certain specific 
professionals involved in intervention delivery. Because people sometimes refused 
to switch to a different PT, they refrained from participation in the study as well. 
Furthermore, the intervention protocol stimulated the Social Fitness professionals 
to work in a client-centred way, with the preconditions of performing treatment 
within a fixed time frame period and involving prescribed professionals (OT, PT, 
Welfare professional). The purpose was to aid people with to live well with 
dementia. However, this intervention was in fact rather professional-centred 
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Fitness Programme protocol was not carried out as planned. This especially 
applied for the PT and Welfare guidance, which threatened the fidelity (quality of 
intervention delivery).  
 The professionals involved in intervention delivery were selected and recruited 
through two OT practice holders, who informed the researcher on the PTs and 
Welfare professionals they had worked with successfully in the past. With this 
method of selection, we aimed to ensure the recruitment of professionals who 
were already familiar with each other, which facilitated working together in the 
community based on past experience. However, 50% of the participating clients 
were unwilling to switch to a Social Fitness Programme PT and they continued 
their own regular PT treatment independent from the SF programme. Guidance by 
Welfare professionals was not initiated for 63% of the couples, as Dementia 
Casemanagers and Practice Nurses were already involved in guiding SF 
programme participants, while they were untrained in relation to the Social Fitness 
Programme. However, based on their expertise, we believe the Welfare 
professionals could have provided pro-active input on facilitating social 
participation as part of the integrated treatment plan, which was the procedure 
outlined in the Social Fitness programme manual. For instance, performing a 
social network analysis is a pro-active task a Welfare professional could perform. 
However, at their own request, the Welfare professionals were only involved if 
there were specific questions for help during intervention delivery.  
 In all, implementation was insufficiently incorporated in existing care and social 
networks within the community, caused by selection of SF professionals 
beforehand as part of the study design and by fixed intervention delivery required 
for evaluation. For the future, we recommend to incorporate one leading 
professional who analyses the client’s situation on all domains of health, including 
social health, social network and social participation. The background of this 
professional is of less importance than the method of the domain analysis. This 
requires a paradigm shift of professionals working in the community, from supply-
oriented towards demand-driven care. After setting priorities, other professionals 
and people from the social network are involved, based on their expertise in 
relation to the priorities set, applying a step-by-step approach. The starting point 
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should not be involving the ‘prescribed’ professional (i.e. OT, PT, Welfare 
Professional in de the Social Fitness Programme), but to include other 
professionals if and when necessary depending on the priorities and goals set and 
involving the social environment to ultimately achieve involvement of people with 
cognitive problems in society (Dementia Friendly Societies). This working method 
is in line with the paradigm shift in Dutch society towards emphasis on citizen 
participation 57 and the associated shift in definition of health towards ‘the ability to 
adapt and self-manage in the face of social, physical and emotional challenges’ 58.  
 Although we organised interdisciplinary kick-off meetings and individual 
professionals were coached on the job by the main researcher during intervention 
delivery, collaboration between especially Healthcare and Welfare professionals 
was suboptimal. Improvement can be achieved through a more intensive 
interdisciplinary training using a network approach. This method was regarded 
feasible 59 and effective 60 in a trial on implementing Parkinson’s disease 
guidelines. This training could have been given a more prominent place during 
intervention delivery, involving also the professionals who were not initially trained 
for intervention delivery but who were involved during implementation of the 
intervention. The training can consist of problem-based peer assessment 61 and 
could have been applied throughout the study (from the exploratory feasibility to 
the RCT phase) to improve guideline adherence, including interdisciplinary 
cooperation. With this strategy, professionals assess performance of their peers in 
a simulated setting including providing feedback. Peer assessment aims at 
increasing self-reflection and improving awareness of actual performance 61. 
 
3. Organisation of the study: the RCT design  
Our study revealed the tension between offering of a tailor-made intervention and 
evaluating it through a fixed study design (RCT) with randomisation at individual 
level. Firstly, randomisation at individual level induced the chance of being 
allocated to the six-month control group and as a result people declined study 
participation. Study participation also entailed randomisation to certain specific 
professionals involved in intervention delivery. Because people sometimes refused 
to switch to a different PT, they refrained from participation in the study as well. 
Furthermore, the intervention protocol stimulated the Social Fitness professionals 
to work in a client-centred way, with the preconditions of performing treatment 
within a fixed time frame period and involving prescribed professionals (OT, PT, 
Welfare professional). The purpose was to aid people with to live well with 
dementia. However, this intervention was in fact rather professional-centred 
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instead of being patient-centred, by offering and promoting the use of professional 
services rather than departing from clients’ needs. As a result of the misfit between 
intervention and stringent evaluation, the follow-up measurements evaluated 
merely unfinished treatments and not all prescribed professionals were involved 
during intervention delivery. Finally, as priorities for intervention were set during 
baseline by the research assistant, who did not undertake intervention delivery, 
treatment goals covered in the intervention could be different from the priorities 
identified at baseline, which resulted in difficulties when measuring intervention 
effects.  
 
Methodological considerations 
A strength of this intervention programme lies in the evidence-based methods 
used and in the systematic procedure of the intervention development and 
feasibility evaluation, incorporating expert opinions and stakeholder needs. Our 
innovative way of calculating power for this trial by combining two equally relevant 
endpoints resulted in a smaller sample size compared to using a single endpoint. 
Nevertheless, we were unable to overcome the major weakness in our trial: the 
lack of participants, threatening power and validity of our results. Although we 
were not able to perform statistical tests on the effects of the intervention due to 
small group sizes, participants were generally satisfied with the results after 
participating in the intervention. Yet, satisfaction with social participation also 
increased for clients in the control group, most likely as a result of the attention 
caused by general study participation and the contact with the research assistant 
during intake and baseline measurement 62. However, internationally there is 
growing support for the fact that attention is indeed an intrinsic and valuable part of 
allied health therapies 63 and therefore it is highly likely that this factor most likely 
also contributed to the results from the intervention group.  
 Our application of the client-centred outcome measure COPM in this study 
allowed for a mismatch between formulated goals and actions initiated during 
intervention delivery. In clinical practice, priorities are likely to evolve for instance 
as a result of cognitive decline. However, this shift in goals cannot be measured 
and thus inhibits the true estimation of intervention effects in research. As this 
research was not double-blind and participants were aware of their allocation, RCT 
results could be contaminated as well. After the baseline measurement, 
participants could have displayed increased awareness on social participation 
goals and couples assigned to the control group could have initiated action 
themselves to increase their social participation. Yet, this awareness hypothesis 
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cannot be confirmed as it was not tested during interviews with participants of the 
control group. 
 As a result of randomization at individual client/caregiver level, some 
participants excluded themselves from study participation and initiated OT or PT 
treatment themselves. This attrition could have been prevented with randomization 
at community level, allocating all professionals from one community to the 
intervention or to the control group. This way of randomizing would have 
incorporated the community context of intervention delivery in a better way. We 
conclude that the evaluation of the Social Fitness Programme using an RCT with 
randomisation at individual level is suboptimal. This is a result of it’s client-centred 
nature and underlying influencing components and mechanisms, as is 
acknowledged in other studies evaluating well-being of people with dementia as 
well 64. We recommend to evaluate this kind of community-based complex 
psychosocial interventions in dementia care trough a stepped-wedge cluster-
randomisation design 65. Communities (including the network of professionals 
working in the communities) would be randomly allocated to the intervention or 
control group and the intervention is implemented at different time points in each 
group: at baseline, no communities will be implementing the Social Fitness 
Programme (usual care control group) and communities will subsequently start 
implementation after assessment (intervention group). Nevertheless, based on the 
recommendations throughout this discussion, the SF Programme intervention 
protocol requires extensive transformation. It should be transformed from a fixed 
intervention protocol, in which predefined professionals deliver the intervention, 
towards a decision framework for social participation promotion based on shared-
decision making in every step of the way: from the needs analysis to the 
involvement of professionals and the social environment. 
 
Overall conclusion 
Designing and implementing a multi-disciplinary and multi-component intervention 
is a challenging process. The Social Fitness study demonstrated the complexity 
and ambivalence of improving social participation of community-dwelling older 
people with cognitive problems (clients) and their caregivers. Although the Social 
Fitness Programme was developed based on knowledge on relevant evidence-
based interventions and combined with expert opinions and opinions from clients 
and caregivers, it was not automatically implemented. Main barriers for 
implementation were:  
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Programme (usual care control group) and communities will subsequently start 
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decision making in every step of the way: from the needs analysis to the 
involvement of professionals and the social environment. 
 
Overall conclusion 
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people with cognitive problems (clients) and their caregivers. Although the Social 
Fitness Programme was developed based on knowledge on relevant evidence-
based interventions and combined with expert opinions and opinions from clients 
and caregivers, it was not automatically implemented. Main barriers for 
implementation were:  
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1. Clients experienced social barriers and societal stigma, which led to feelings of 
insecurity and avoidance of social situations, hindering their social participation.  
2. Several Social Fit Programme components and study elements were 
suboptimal: framing the intervention, goal setting, target population and 
interaction between professionals. 
3. Organisation of the study: the RCT design. 
 
Many valuable lessons were learned from this study: 
a) Social participation is determined to a great extent by personal attitudes, in 
interaction with factors in the social and physical environment (context). 
People with cognitive problems experienced social barriers and social stigma, 
which led to feelings of insecurity and avoidance of social situations. 
Caregivers acknowledged the clients’ behavioural barriers, although, they 
were generally unable to deal with them effectively. There was a dilemma 
between accepting decreasing social participation and challenging clients to 
use their cognitive abilities. Social participation improvement requires not only 
the removal of barriers, but also addressing older people’s beliefs, fears and 
identities and therefore future interventions should incorporate targeting these 
issues. 
b) The increasing emphasis in Dutch society on citizen participation and living at 
home with help from both informal and professional caregivers as long as 
possible, resulted in an increase of community organisations arranging buddy 
care and professional care giving in the community. Facilitating gradual steps 
towards participation by implementing a ‘buddy’ system for all clients and 
their primary caregivers is recommended, for social, emotional and 
instrumental support.  
c) Current services do not always accommodate to clients abilities. It is 
therefore important for clients that their social and physical environment is 
adapted into a more Dementia Friendly Society, which is focused on 
acceptance and social inclusion of clients with cognitive problems. 
d) We recommend to extend the Social Fit Programme with an analysis of the 
clients’ and the caregivers’ social network. The social network can be 
supported in the display of effective communication and positive behavioural 
responses towards the clients, including the maintenance of dignity and 
preserving people’s autonomy. The social network can be activated to involve 
a client in activities (co-engagement). By involving the entire social network 
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and not only the primary caregiver, the caregiver might be supported and 
unburdened as well. 
e) The intervention should have focused more on the individual needs of the 
caregiver, instead of incorporating the caregiver in light of the client’s needs.  
f) The promotion of social participation is justified for all people with cognitive 
problems and dementia diagnosis, although framing should be indirectly 
related to social participation in order to prevent social stigma. This can be 
achieved by focusing on support in mobility and in daily activities, as these 
are preconditions for social participation and contribute to people’s sense of 
self-management and autonomy. We recommend to incorporate a focus on 
social participation during the provision of support in daily activities for people 
with cognitive problems or dementia diagnosis. 
g) Setting goals on social participation is complex and difficulties in setting goals 
occurred in our study. Social participation goals also require a different 
approach and face different problems and barriers compared to intervening in 
daily problems in the home environment. The process of goal setting and 
drawing an intervention plan on social participation requires training the 
professionals involved. As trust is an important factor in discussing goals, we 
recommend the professionals who deliver the intervention should also set the 
intervention goals, instead of the research assistant who has no trusting 
relation with client or caregiver.  
h) Implementation should be incorporated in existing care and social networks 
within the community. We recommend for the future to incorporate one 
leading professional who analyses the client’s situation on all domains of 
health, including social health, social network and social participation. This 
requires a paradigm shift of professionals working in the community, from 
supply-oriented towards demand-driven care. 
i) Our study revealed the tension between offering of a tailor-made intervention 
and evaluating it through a fixed study design with randomisation at individual 
level. We recommend future evaluation through a stepped-wedge cluster-
randomisation design. However, before conducting such an evaluation, first 
the SF Programme intervention protocol requires extensive transformation 
based on the recommendations made throughout this discussion. 
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The aim of this thesis was to develop and evaluate the Social Fitness Programme: 
a tailor-made multidisciplinary intervention on promoting social participation of 
community-dwelling older people with cognitive problems (clients) and their 
caregivers.  
 
Chapter 1 General introduction 
Social participation often reduces with increasing age, especially when people are 
faced with functional decline or chronic conditions such as dementia. Social 
participation is regarded as an important basic right, as it is a vital element of 
health and well-being, a crucial part of successful and healthy aging and evidently 
a central theme for high quality of psychosocial dementia care and an important 
domain of social health. In this thesis, social participation is defined as: the 
person’s involvement in activities that provide interaction with others in society or 
the community. Social participation results from the interaction between personal 
and environmental factors; the environment refers to the physical and social 
environment in which people live. Older people regard their social relationships as 
the most important determinant for well-being. They even value well-being and 
social functioning to a higher extent than physical and psycho-cognitive 
functioning.  
 Impairment in daily activities is a significant and independent predictor for low 
social participation. As cognitive problems result in increasing degrees of 
impairment in functioning and activities of daily living, social participation is 
threatened indirectly by a decline in daily activities. While performing daily 
activities contributes to people’s sense of self-management and autonomy, it also 
has a value because it results in feelings of belonging, enjoyment and 
independence. Besides impairment in daily activities, cognitive problems can affect 
social functioning, even at the mild stage of the disease. In the mild stage, 
negative social behaviours like impaired intellectual capacity and communication 
deficits are often not recognized as a result of cognitive impairment, affecting 
relations with others negatively. Negative social behaviours affect social 
participation, which generally decreases when cognitive problems progress. 
 As a result of an increasing number of older adults combined with an increasing 
age, the number of people with cognitive problems is increasing. As dementia and 
its health-related consequences have an enormous impact on the people affected, 
their families, caregivers, and society as a whole, dementia is a top priority of the 
European Union. While social participation is a potentially modifiable factor, 
numerous studies suggest the need for interventions to encourage the elderly to 
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take part in both physical and social activities. The general aim of this thesis is 
therefore to design and to evaluate an intervention on promoting social 
participation of community-dwelling older people with cognitive problems and their 
caregivers. 
 
The main research questions as described in the introduction of this thesis are: 
1. How do people with cognitive problems and their caregivers perceive social 
participation? What factors influence their social participation? 
2. How can an intervention to promote social participation be designed? What 
elements should this intervention contain?  
3. How do programme deliverers and programme recipients evaluate feasibility of 
this intervention in terms of acceptability, demand, implementation, practicability 
and limited-efficacy?  
4. How can success be defined in a trial measuring social participation? How to 
calculate sample size accordingly? 
5. How effective is the Social Fitness Programme in improving social participation 
of people with cognitive problems and their caregivers? Was the process of 
intervention delivery optimal? What are the linkages between effect and process 
results?  
 
Chapter 2 Social participation perceptions 
In chapter 2 we explored the perceptions of people with cognitive problems 
(clients) and their caregivers on their social participation, as part of the intervention 
development. In this qualitative study, we also gained insight in how caregivers 
evaluate the social participation of the people they take care of, and what factors 
they perceive as influential. We performed 13 semi-structured, in-depth interviews 
with clients and their caregivers, using content analysis to thematically analyse the 
interviews.  
 We found that all clients and most caregivers perceived that social participation 
was decreasing over time. Most clients answered to be satisfied, in contrast to 
most (especially the younger) caregivers who were dissatisfied with the decreased 
social participation of the people they took care of. A discrepancy in perspectives 
of social participation between caregivers and the people they take care of 
becomes a dilemma, especially for younger caregivers. A key element that might 
influence this discrepancy is a sometimes deliberate choice of people with 
cognitive problems to refrain from social participation to protect themselves from 
the consequences of cognitive problems and from encounters with others.  
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cognitive problems to refrain from social participation to protect themselves from 
the consequences of cognitive problems and from encounters with others.  
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To enhance individual social participation, it is important to first get insight into the 
reasons for the decline of people’s social participation. Our study revealed that 
people’s perception of social participation was influenced by five factors: (1) their 
past and current behaviour, (2) physical abilities in interaction with factors in the 
(3) social and (4) physical environment, including (5) activity-related factors. These 
themes represent a continuum of influencing factors that on the one hand can act 
as barriers and on the other hand, as facilitators. This highlights the dynamics of 
social participation as an interaction between personal factors (the capacity to fulfil 
one’s potential and obligations and the ability to self-manage the disease) and the 
social and physical environment in which social participation occurs. Social 
participation is threatened in the context of cognitive decline, as one’s capacity 
and ability to self-manage is affected. Social participation can be challenged by the 
response of the social network. A negative response or fear of a negative 
response might enhance social disengagement. While a positive response of the 
social network, which includes the maintenance of dignity and preserving people’s 
autonomy, might enhance social participation. 
 
Chapter 3-4 Development of the Social Fitness Programme 
Chapter 3a describes the development of the Social Fitness Programme (SF 
Programme) to promote social participation. Knowledge on relevant evidence-
based interventions was collected and combined with expert opinions to design an 
evidence-based and practice-based intervention. The SF Programme incorporated 
effective elements of psychosocial interventions in dementia: tailor-made and 
personalised, multi-component, community-based, including feasible goals which 
focus on both patients’ and caregivers’ needs, and incorporate shared decision 
making during goal setting and intervention delivery. The SF Programme was an 
integration of different healthcare and welfare interventions: occupational therapy 
(COTiD-intervention), physiotherapy (Coach2Move strategy) and guidance by 
welfare professionals. We aimed at empowering clients and caregivers to 
participate by facilitating their performance in a person-centred and tailor-made 
way and by adapting their social and physical environment to their preferences 
and abilities, with the aim to overcome the barriers they experienced. The SF 
Programme combined active treatment methods, including exercises and training 
of bodily functions and the effective use of skills and strategies to improve physical 
and social activities of the client and caregiver. Coaching methods focused on 
improving their self-confidence and self-management. The welfare professionals 
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provided practical support in achieving participants’ goals, such as active guidance 
towards clients’ activities and caregiver support. 
 Chapter 3b reports on the feasibility evaluation of the newly developed SF 
Programme. Feasibility in terms of acceptability, demand, implementation, 
practicability and limited-efficacy was evaluated based on experiences of 
professionals (programme deliverers), clients and their caregivers (programme 
recipients). We used qualitative research methods (focus group discussions, 
interviews, collection of treatment records), and applied thematic analyses.  
 The intervention seemed feasible according to stakeholders and limited efficacy 
showed promising results: 78,6% of the participants with cognitive problems 
attended new (social) activities during the SF Programme, with or without their 
caregivers. However, we found barriers influencing feasibility. Firstly, an 
acceptability barrier: discussing the declining social participation with clients was 
difficult, hindering recruitment. Secondly, a demand barrier: some people with 
cognitive problems lacked the motivation to improve declining social participation, 
sometimes in contrast to their caregivers’ wishes. Thirdly, implementation and 
practicability barriers: caregivers sometimes experienced participation in the 
intervention as a burden, because of the time investment in an already overloaded 
period of their lives. Fourthly, multidisciplinary collaboration between healthcare 
and welfare professionals was suboptimal.  
 Although our newly designed SF Programme builds upon scientific evidence, 
expert opinions and stakeholder needs, implementation of this multi-disciplinary 
and multi-component intervention was a challenging process. Healthcare and 
welfare professionals needed to overcome obstacles in their collaboration and 
focus on integrated intervention delivery. They also needed to find ways to 
(empower caregivers to) motivate people with cognitive problems to participate 
socially. After modifying the intervention and additional training of professionals, a 
consecutive pilot study to assess feasibility of the research design and outcome 
measures was designed. 
 Chapter 4 describes the rationale for using two primary endpoints in our RCT. 
We believed the use of two endpoints was necessary to capture the 
multidimensional concept of social participation and the objectives of the study 
adequately. The chapter also shows how to calculate sample size when defining 
success of a trial by combinations of superiority and/or non-inferiority aims for the 
endpoints. Compared to a single primary endpoint, using two primary endpoints 
often gives more power when success is defined as: improvement in one of the 
two endpoints and no deterioration in the other. This also gives better power than 
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when success is defined as: improvement in one pre-specified endpoint and no 
deterioration in the remaining endpoint. 
 Our endpoints included performance and satisfaction with social participation, 
measured through use of the Canadian Occupational Performance Measurement 
(COPM). The COPM is an individualised, standardised, client-centred measure 
designed for use by occupational therapists. It is a measure suitable to evaluate 
clients’ and caregivers’ perceived performance and satisfaction on their individual 
goals for meaningful activities scored on a ten-point scale by clients and 
caregivers separately. This way of scoring allowed for comparability of personal 
goals over time in a group. Success of the trial was defined as: improvement in 
one of the two endpoints (performance or satisfaction) and no deterioration in the 
other, as both endpoints were considered as equally important in this population.  
 
Chapter 5 Evaluation of the Social Fitness Programme  
Chapter 5a describes the Randomised Controlled Trial (RCT) design for evaluation 
of the Social Fitness study. The single blind RCT included measurements at 
baseline (t0), 3 months (t1) and 6 months (t2) after the start of the intervention. We 
aimed at including 92 clients and their primary caregivers who experienced a 
reduction in social participation. People with cognitive problems (clients) were 
eligible for study participation if they lived at home, wished to improve their social 
participation and suffered from cognitive problems defined as: dementia diagnosis 
(Mini-Mental State Examination; MMSE ≥10;) or memory problems signalled by 
the referring professional (MMSE 10-24) or with a primary caregiver’s score of 
≥3.6 on the Informant Questionnaire on COgnitive Decline in the Elderly (IQCODE-
N). The latter was only applicable for clients with high intelligence or high levels of 
education resulting in an MMSE-score between 25 and 30. Moreover, also clients’ 
primary caregivers who wished to maintain or improve their own social 
participation or the social participation of the people they took care of were eligible. 
 Recruitment took place in two regions (Nijmegen and Deventer) in The 
Netherlands. Individual client-caregiver couples were randomised at a 1:1 ratio, 
using block randomisation with block size 4, to the intervention or control group. 
They were stratified for the practice where the intervention was offered. In the 
intervention group, clients and their caregivers participated in the SF Programme; 
those assigned to the control group received usual care by their general 
practitioner and were placed on a waiting list to participate in the intervention 
following their last assessment (after 6 months). RCT data on observational and 
self-report outcome measures were collected during home visits, using interviews 
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with the client (face-to-face) and separately with the caregiver (face-to-face) and 
through written questionnaires filled in by the caregiver. We planned to analyse 
mean outcomes at baseline, t0 and t1 using descriptive statistics. Differences 
between baseline and three months were to be computed by a linear mixed model 
for repeated measurements with age, sex and time (t0, t1, t2) as covariates. The 
COPM performance and COPM satisfaction scores were planned to be tested 
separately for clients and caregivers. In case of significant improvements at three 
months, we planned to carry out secondary conditional analyses on this primary 
outcome measure at six months. However, we were unable to establish 
effectiveness of the SF Programme, since after an inclusion period of 15 months 
only 17 couples could be included in the study. 
 Chapter 5b describes the lessons learned from our failed trial. A process 
evaluation was performed to get insight in 1) the implementation of the 
intervention, 2) the context of intervention delivery from professionals’ point of 
view, and 3) the potential impact of intervention delivery from participants’ 
perspectives. Data were gathered using mixed-methods: questionnaires, focus 
group discussions, interviews and treatment records. 1) Implementation. High 
study decline (65,3%) was mainly caused by a lack of internal motivation to 
increase social participation expressed by clients, but also the relatively high 
burden of the caregivers at baseline. 17 couples participated. However, the 
intervention delivery was suboptimal. 2) Context. Barriers during intervention 
delivery were most often related to client (changing needs, increased decline), 
caregiver (increased burden) and health professional factors (delivery of integrated 
care lacked routine, insufficient involvement related to the inclusion of pre-defined 
professionals in the study, interactions between professionals). 3) Impact. 
Qualitative analyses revealed participants to be satisfied with intervention delivery. 
However, this was not always reflected in the individual scores on self-perceived 
performance and satisfaction. This was the result of incongruence between 
formulated problem areas (identified during baseline by the research assistant), 
intervention goals (formulated at the start of the intervention by the practitioners) 
and intervention delivery. 
 To conclude, the Social Fitness study did not fit in three ways. Firstly, framing 
the intervention on social participation promotion was perceived as threatening to 
clients. The feeling of being unable to adequately contribute to social interactions 
seemed to be causing embarrassment. The high study decline was mainly caused 
by a lack of internal motivation to increase social participation expressed by 
clients, but also the relatively high burden of the caregivers at baseline. Secondly, 
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the intervention seemed to be too complex to implement in the way it was 
designed. Thirdly, there was a tension between the offering of a personalised 
tailor-made intervention and evaluation through a fixed study design with 
randomisation at individual client-caregiver level. Study participation was declined 
because of the chance to be allocated to the control group (waiting list) after 
randomisation and because people refused to switch from their regular PT to an 
intervention PT. Furthermore, the intervention protocol stimulated the Social 
Fitness professionals to work in a client-centred way, with the preconditions of 
performing treatment within a fixed time frame period and involving prescribed 
professionals (OT, PT, Welfare professional), which caused tension. The purpose 
was to aid people living well with dementia. However, this intervention was in fact 
rather professional-centred instead of being patient-centred, by offering and 
promoting the use of professional services rather than departing from clients’ 
needs. Lastly, as priorities for intervention were set during baseline by the 
research assistant who did not undertake intervention delivery, treatment goals 
covered in the intervention could be different from the priorities identified at 
baseline, which resulted in difficulties when measuring intervention effects. 
 
Chapter 6 Discussion 
The Social Fitness study demonstrated the complexity and ambivalence of 
improving social participation of community-dwelling older people with cognitive 
problems (clients) and their caregivers. Despite the efforts made during the 
different phases of this project, implementation was inadequate, which happens 
more often in psychosocial interventions in dementia care. Therefore, considering 
barriers is crucial. 
 
We experienced implementation barriers at three levels: 
1. Clients experienced social barriers and societal stigma, which led to feelings of 
insecurity and avoidance of social situations, hindering their social participation.  
2. Several Social Fit Programme components and study elements were 
suboptimal. 
a. Framing the intervention 
b. Goal setting 
c. Target population 
d. Interaction between professionals 
3. Organisation of the study: the RCT design. 
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Many valuable lessons were learned from this study: 
a) Social participation is determined to a great extent by personal attitudes, in 
interaction with factors in the social and physical environment (context). Social 
participation improvement requires not only the removal of barriers, but also 
addressing older people’s beliefs, fears and identities and therefore future 
interventions should incorporate targeting these issues.  
b) Facilitating gradual steps towards participation by implementing a ‘buddy’ 
system for all clients and their primary caregivers is recommended, for social, 
emotional and instrumental support.  
c) Current services do not always accommodate to clients’ abilities. It is therefore 
important for clients that their social and physical environment is adapted into a 
more Dementia Friendly Society, which is focused on acceptance and social 
inclusion of clients with cognitive problems. 
d) We recommend to extend the Social Fit Programme with an analysis of the 
clients’ and the caregivers’ social network. The social network can be activated 
to involve a client in activities (co-engagement). By involving the entire social 
network and not only the primary caregiver, the caregiver might be supported 
and unburdened as well. 
e) The intervention should have focused more on the individual needs of the 
caregiver, instead of incorporating the caregiver in light of the clients’ needs.  
f) The promotion of social participation is justified for all people with cognitive 
problems and dementia diagnosis, although framing should be indirectly related 
to social participation in order to prevent social stigma. We recommend to 
incorporate a focus on social participation during the provision of support in 
daily activities, as daily activities are preconditions for social participation and 
contribute to people’s sense of self-management and autonomy. 
g) Setting goals on social participation is complex and therefore the process of 
goal setting and drawing an intervention plan on social participation requires 
training the professionals involved. As trust is an important factor in discussing 
goals, we recommend the professionals who deliver the intervention should 
also set the intervention goals, instead of the research assistant who has no 
trusting relation with client or caregiver.  
h) Implementation should be incorporated in existing care and social networks 
within the community. For the future, we recommend to incorporate one leading 
professional who analyses the client’s situation on all domains of health, 
including social health, social network and social participation. This requires a 
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paradigm shift of professionals working in the community, from supply-oriented 
towards demand-driven care. 
i) Our study revealed the tension between offering of a tailor-made intervention 
and evaluating it through a fixed study design with randomisation at individual 
level. We recommend future evaluation through a stepped-wedge cluster-
randomisation design. However, before conducting such an evaluation, first the 
SF Programme intervention protocol requires extensive transformation based 
on the recommendations made throughout this discussion. 
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Hoofdstuk 1 Algemene inleiding  
Door de toename van het aantal ouderen neemt ook het aantal mensen met 
cognitieve problemen en dementie toe. Dementie heeft een enorme impact op het 
leven van de mensen die het betreft, hun families en de samenleving als geheel. 
Afnemende sociale participatie is daar een voorbeeld van. Dit wordt veroorzaakt 
door een toename van beperkingen in dagelijkse handelingen en in sociaal 
functioneren. Zo kunnen communicatieproblemen en veranderingen in gedrag en 
karakter de relaties met anderen negatief beïnvloeden.  
  
In dit proefschrift wordt sociale participatie gedefinieerd als: de betrokkenheid van 
een persoon bij activiteiten waarbij er sprake is van interactie met anderen in de 
samenleving. Sociale participatie is het resultaat van het samenspel tussen 
persoonlijke factoren en de fysieke en sociale omgeving waarin mensen leven. 
Sociale participatie wordt door de maatschappij en door ouderen zelf gezien als 
een belangrijk onderdeel van gezondheid en welzijn.  
Sociale participatie is een potentieel veranderbare factor, maar er zijn weinig 
effectieve psychosociale interventies beschikbaar die zich hier op richten. Het 
algemene doel van dit proefschrift is daarom: het ontwikkelen en evalueren van 
een interventie gericht op het bevorderen van sociale participatie van 
thuiswonende ouderen met cognitieve problemen en hun mantelzorgers (het 
Sociaal Fit Programma). Het raamwerk van de Medical Research Council (MRC) 
is hierbij een leidraad geweest. Hoofdstukken 2 en 3a beschrijven de 
onderbouwing en ontwikkeling van de interventie, hoofdstuk 3b en 4 beschrijven 
de pilot fase en hoofdstuk 5 (a en b) bevat het onderzoeksdesign en de resultaten 
van de evaluatie.  
 
Hoofdstuk 2 en 3a Ontwikkeling van het Sociaal Fit Programma 
Hoofdstuk 2 beschrijft de resultaten van 13 semigestructureerde diepte interviews 
over sociale participatie percepties van mensen met cognitieve problemen 
(cliënten) en hun mantelzorgers. Alle cliënten en de meeste mantelzorgers 
rapporteerden dat hun sociale participatie de afgelopen jaren afgenomen is. De 
meeste cliënten gaven aan hiermee tevreden te zijn, terwijl (jongere) 
mantelzorgers ontevreden waren over de afgenomen sociale participatie van de 
mensen voor wie ze zorgden. Deze discrepantie werd als een dilemma ervaren 
door met name de jongere mantelzorgers. Ons onderzoek liet zien dat sociale 
participatie werd beïnvloed door 5 factoren: (1) gedrag uit het verleden en heden, 
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(2) fysieke mogelijkheden in interactie met factoren uit de (3) sociale omgeving en 
(4) de fysieke omgeving, inclusief (5) factoren gerelateerd aan de activiteit.  
 
Hoofdstuk 3a (bijlage I) beschrijft de totstandkoming en de inhoud van het Sociaal 
Fit Programma. De keuze voor de inhoudelijke componenten van het programma 
werd bepaald op basis van wetenschappelijk literatuuronderzoek en expert 
consultatie. Het Sociaal Fit Programma bestaat uit een integratie van diverse 
gezondheids- en welzijnsinterventies: ergotherapie (EDOMAH interventie), 
fysiotherapie (Coach2Move strategie) en begeleiding door welzijnsprofessionals. 
Het programma richtte zich op het trainen van fysieke functies, coachen in 
zelfmanagement en het leren van vaardigheden en strategieën. Ten aanzien van 
de mantelzorgers was het doel om hen te faciliteren in het begeleiden van hun 
naasten en hen ruimte te geven zelf sociaal te participeren. Daarnaast was het 
uitgangspunt een cliëntgerichte werkwijze te hanteren, waarin ook de fysieke en 
sociale omgeving werd betrokken om deelnemers in staat te stellen te participeren 
in sociale activiteiten. De gezamenlijke doelbepaling en het gezamenlijk uitvoeren 
van de interventie in de thuissituatie vormden de kern van het programma.  
  
Hoofdstuk 3b en 4  Pilot fase van het Sociaal Fit Programma 
Hoofdstuk 3b beschrijft de evaluatie van de uitvoerbaarheid van de interventie op 
basis van groepsgesprekken met professionals, interviews met deelnemers en 
analyse van behandelrapportages. Het Sociaal Fit Programma leek uitvoerbaar 
volgens de betrokken partijen en de pilotstudie naar de mogelijke effectiviteit liet 
veelbelovende resultaten zien: 78,6% van de deelnemers met cognitieve 
problemen ondernamen nieuwe (sociale) activiteiten, met of zonder hun 
mantelzorgers. De resultaten van deze pilot gaven daarom voldoende aanleiding 
om een gecontroleerde studie (RCT) in een grotere populatie uit te voeren. We 
vonden echter ook barrières. De werving was moeizaam en de samenwerking 
tussen gezondheidszorg- en welzijnsprofessionals was niet optimaal. Voorafgaand 
aan de RCT werden aanpassingen in de manier van werven doorgevoerd en 
organiseerden we extra training voor de betrokken professionals.  
 
Hoofdstuk 4 beschrijft de achtergrond voor het gebruik van twee primaire 
uitkomstmaten in de RCT. Wij meenden dat het gebruik van twee uitkomstmaten 
nodig was om het concept van sociale participatie goed te kunnen meten. Onze 
uitkomstmaten waren: uitvoering van en tevredenheid met sociale participatie, 
gemeten door de Canadian Occupational Performance Measurement (COPM). We 
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Hoofdstuk 1 Algemene inleiding  
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beschouwden beide eindpunten als even belangrijk. Succes van de studie was 
gedefinieerd als: verbetering in ten minste één van de twee eindpunten (uitvoering 
of tevredenheid) en geen verslechtering in het andere eindpunt. Het succes van 
de studie werd dus gedefinieerd door een combinatie van twee uitkomstmaten. Dit 
was voor zover bij ons bekend een nieuwe benadering in gecontroleerde studies, 
en we ontwikkelden daarom ook een manier om de bijbehorende steekproef-
grootte te bepalen.  
 
Hoofdstuk 5  Evaluatie van het Sociaal Fit Programma 
Hoofdstuk 5a (Bijlage II) beschrijft het ontwerp van de RCT waarmee het Sociaal 
Fit Programma werd geëvalueerd. We beoogden 92 cliënten en hun primaire 
mantelzorgers in het onderzoek op te nemen, die een afname in hun sociale 
participatie ervoeren. De werving vond plaats in twee regio’s in Nederland 
(Nijmegen en Deventer). Metingen werden voorafgaand aan de behandeling, na 3 
en na 6 maanden uitgevoerd door een onderzoeksmedewerker die niet op de 
hoogte was van de groepsindeling. In de interventiegroep namen cliënten en 
mantelzorgers deel aan het Sociaal Fit Programma; de controlegroep werd op een 
wachtlijst geplaatst voor deelname aan de interventie na 6 maanden. Het plan was 
om de COPM uitvoering en COPM tevredenheid scores apart te analyseren voor 
cliënten en mantelzorgers met een lineair mixed model voor herhaalde metingen. 
Deze analyses konden helaas niet worden uitgevoerd, omdat er na een periode 
van 15 maanden slechts 17 koppels deelnamen aan het onderzoek. Van deze 17 
koppels waren er 8 toegewezen aan de interventiegroep (directe deelname aan 
het Sociaal Fit Programma) en 9 koppels zaten in de controlegroep (wachtlijst). 
 
Een beschrijving van de resultaten op individueel niveau liet echter wel positieve 
uitkomsten zien. Het merendeel van de COPM-scores namen zowel in de 
interventie- als in de controlegroep toe. Een toename van dan meer dan 1 punt 
(op een schaal van 1 tot 10) beschouwden we als een klinisch relevant verschil. 
De verbeteringen in de interventiegroep waren wat groter dan die in de 
controlegroep, vooral bij de mantelzorgers. Drie maanden na start van het Sociaal 
Fit programma rapporteerden cliënten zowel een toename in tevredenheid (1,8 
punt toename) als in de uitvoering (1,5 punt toename) van sociale participatie. De 
cliënten uit de controlegroep scoorden 1,6 punten hoger op tevredenheid en 1,2 
punten hoger op uitvoering nadat zij 3 maanden op de wachtlijst stonden. 
Mantelzorgers rapporteerden 3 maanden na start van het Sociaal Fit programma 
een toename van 2,8 op tevredenheid en een toename van 2,3 op uitvoering. 
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Mantelzorgers uit de controlegroep lieten na 3 maanden op de wachtlijst gestaan 
te hebben een afname van 0,1 in tevredenheid zien, en een toename van 0,3 in 
uitvoering. 
 
Hoofdstuk 5b beschrijft de lessen die we hebben geleerd van onze RCT. We 
voerden een procesevaluatie uit om inzicht te krijgen in 1) de implementatie van 
de interventie, 2) de context van de uitvoering van de interventie vanuit het 
perspectief van professionals, en 3) de potentiële impact van de interventie bezien 
vanuit het perspectief van de cliënten en mantelzorgers. Meerdere methoden van 
dataverzameling werden toegepast: vragenlijsten, groepsgesprekken, interviews, 
en behandelrapportages.  
 
We hebben tijdens deze RCT 3 belangrijke lessen geleerd:  
1. Cliënten ervoeren sociale barrières en sociale stigma’s, hetgeen leidde tot 
gevoelens van onzekerheid en schaamte. Hierdoor vermeden zij sociale 
situaties en hadden ze geen behoefte (meer) tot deelname aan een 
interventie om sociale participatie te verhogen. De instroom in de RCT was 
hierdoor erg laag.  
2. De interventie was te complex om te implementeren, omdat:  
a. Veranderende behoeften en toenemende achteruitgang van de cliënt 
leidden tot veranderingen in de doelen gedurende de interventie. 
Deze veranderingen in doelen konden we niet goed meten, omdat we 
bij de vervolgmetingen uitgingen van de doelen die bij de aanvang 
van de studie door de onderzoeksmedewerker en de deelnemers 
gesteld waren.  
b. Een toenemende zorglast voor de mantelzorger zorgde voor uitval 
tijdens de studie. 
c. Door lage inclusie hadden professionals een gebrek aan routine in het 
uitvoeren van de interventie. Er was geen optimale afstemming 
tussen professionals en welzijnsprofessionals hadden een minimale 
rol. 
3. Er was een spanningsveld tussen het aanbieden van een gepersonaliseerde 
interventie aan de ene kant, en aan de andere kant de evaluatie ervan 
middels een vast studie design. Zo was de uitvoering van de interventie 
vaak niet afgerond na 6 maanden, maar dat was wel het vastgestelde 
moment voor de eindmeting.  
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Hoofdstuk 6  Discussie 
De Sociaal Fit studie toont de complexiteit en de dilemma’s van het verbeteren 
van sociale participatie van thuiswonende ouderen met cognitieve problemen 
(cliënten) en hun mantelzorgers. Ondanks de inspanningen die in de verschillende 
fases van dit project werden verricht, was de implementatie onvoldoende en 
ontoereikend. Dit komt vaker voor bij psychosociale interventies in de zorg voor 
mensen met dementie, vanwege de vele barrières en factoren die van invloed 
kunnen zijn.  
 
We hebben veel geleerd van de Sociaal Fit studie, wat heeft geleid tot de 
volgende aanbevelingen: 
a) Het verbeteren van sociale participatie vereist het inspelen op opvattingen, 
angsten en identiteiten van oudere mensen.  
b) We bevelen aan om het Sociaal Fit Programma uit te breiden met een 
analyse van het sociale netwerk van cliënt en mantelzorger. Het sociale 
netwerk kan een belangrijke rol spelen en worden geactiveerd om de cliënt 
te betrekken bij activiteiten (gezamenlijke betrokkenheid). Het betrekken van 
het gehele sociale netwerk, en niet alleen de primaire mantelzorger, kan 
deze mantelzorger steun bieden, waardoor de ervaren zorglast kan 
afnemen.  
c) Het Sociaal Fit Programma zou zich meer hebben moeten richten op de 
behoeften van de individuele mantelzorger, in plaats van het betrekken van 
de mantelzorger in het kader van de behoeften van de cliënt.  
d) Het is aan te bevelen sociale participatie stapsgewijs te faciliteren, gebruik 
makend van een ‘buddy’-systeem voor alle cliënten en hun directe 
mantelzorgers. Een buddy kan sociale, emotionele en praktische steun aan 
zowel cliënt als mantelzorger bieden en hiermee de drempel tot sociale 
participatie verlagen.  
e) Het is voor cliënten van belang dat hun sociale en fysieke omgeving ook 
inspeelt op hun mogelijkheden en beperkingen. Een dementievriendelijke 
samenleving gericht op acceptatie en sociale inclusie van cliënten met 
cognitieve problemen draagt hier aan bij. 
f) De promotie van een interventie kan beter indirect gerelateerd zijn aan 
sociale participatie om sociale stigma’s te voorkomen. We bevelen aan om 
de focus op sociale participatie in te bedden tijdens het aanbieden van steun 
in dagelijkse activiteiten, omdat deze dagelijkse activiteiten een 
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randvoorwaarde vormen voor sociale participatie en bijdragen aan het 
gevoel van eigen effectiviteit, autonomie en zelfmanagement. 
g) Het stellen van doelen op het gebied van sociale participatie is complex. 
Daarom zouden professionals getraind moeten worden in het proces van 
het stellen van doelen en het ontwikkelen van het interventieplan ten 
aanzien van sociale participatie. Vertrouwen tussen cliënt en professional is 
een belangrijke factor in het bespreken van doelen. Daarom bevelen we aan 
dat de professionals die de interventie uitvoeren ook diegenen zijn die de 
doelen voor de interventie stellen, in plaats van de onderzoeksassistent die 
geen vertrouwensband met de cliënt of mantelzorger heeft. 
h) Implementatie zou ingebed moeten worden in reeds bestaande 
zorgnetwerken en sociale netwerken binnen een gemeenschap. We bevelen 
aan om in de toekomst één professional de regie te geven, die de situatie 
van de cliënt op álle domeinen analyseert, inclusief de sociale gezondheid, 
sociale netwerken en sociale participatie. Hiervoor is een verandering van 
paradigma vereist: van aanbodgerichte naar vraaggerichte zorg. Daarnaast 
moet een interventieprotocol niet strikt voorschrijven welke specifieke zorg- 
en welzijnsprofessionals betrokken moeten worden. Dat is niet cliëntgericht. 
Het zou beter zijn om op-maat invulling te geven aan de optimale 
begeleiding voor elk koppel. Hierbij dienen ook professionals die reeds 
betrokken zijn in de begeleiding van een koppel, zoals casemanager-
dementie en fysiotherapeut, actief te worden betrokken in de vormgeving en 
uitvoering van de interventie. Dit voorkomt ‘gedwongen’ betrokkenheid van 
bijvoorbeeld een welzijnsprofessional die niet voldoende toegerust is voor 
de omgang met mensen met cognitieve problemen.  
i) Ons onderzoek legde de spanning bloot tussen het aanbieden van een op 
maat gemaakte interventie en het evalueren ervan door een vastomlijnd 
studiedesign (RCT), waarbij deelnemende koppels op individueel niveau 
werden gerandomiseerd. We bevelen aan om een toekomstige evaluatie 
middels een stepped-wedge cluster gerandomiseerd design uit te voeren. 
Echter, hieraan voorafgaand dient het interventieprotocol van het Sociaal Fit 
Programma uitgebreid herzien te worden op basis van de aanbevelingen die 
gedaan werden in deze discussie.  
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Dit proefschrift is tot stand gekomen met de hulp van velen. Daarom wil ik 
iedereen die mij (in)direct geïnspireerd, geholpen en gesteund heeft bedanken. 
 
Allereerst wil ik mijn promotieteam bedanken voor het vertrouwen in mij als 
onderzoeker, en voor de vele wijze lessen die ze me geleerd heeft. Dank voor het 
delen van jullie kennis en ervaring, en ook voor jullie doorzettingsvermogen. Jullie 
bleven betrokken, ook nadat ik Nijmegen had verlaten. Ik vond het mooi om te 
ervaren hoe jullie elkaar aanvulden in discussies en in de feedback op mijn 
stukken. Maud, als copromotor en projectleider van dit onderzoek was jij mijn 
dagelijks begeleider. Jouw deur stond altijd open en je hebt me met veel 
enthousiasme begeleid. Je kende alle details en onthield ze soms beter dan ik. 
Ria, als mijn 1e promotor was je ook erg intensief betrokken en had je altijd 
aandacht voor mij als persoon. Jouw inzichten, creativiteit in het vinden van 
oplossingen, en enorme gedrevenheid zijn voor mij een voorbeeld. Je reageerde 
vaak als eerste op stukken. Ons 1e artikel werd steeds afgewezen en ging 
eindeloos jullie kant op. Maar, we hielden vol, met de nodige humor.  
‘Mijn feedback op de vroege dinsdag, ik heb nog nooit zo hard gewerkt op een 
vrije dag… We duimen als ik de slaap uit mijn ogen heb. Groet Ria’ 
Myrra, als 2e promotor was je ook zeer betrokken bij dit onderzoek. Met jouw 
kennis van de wetenschap, van psychosociale interventies en ‘social health’ was 
je altijd in staat om prikkelende vragen te stellen. Dit leverde vaak weer nieuwe 
inzichten op en zorgde er voor dat we de stip op de horizon bleven zien. Hartelijk 
dank voor je begeleiding.  
 
Speciale dank aan Dinja, Sociaal Fit onderzoeksmedewerker vanaf de 1e dag. 
Samen sprongen we in het diepe en begonnen we vol goede moed aan de 
uitwerking van het onderzoeksvoorstel tot een volledig onderzoek. Hoewel de 
uitvoering niet helemaal volgens planning ging, gaf je gelukkig nooit op en zette 
we samen door. Je hebt ontzettend veel werk verzet tijdens de opzet van de 
studie, het werven van deelnemers en het promoten van de interventie. Je was 
daarnaast onmisbaar bij het verzamelen van de data. Ik ben blij dat je met mij 
deze uitdaging aangegaan bent; dank voor de fijne samenwerking. Geen ander 
dan jij zou er op deze dag als paranimf naast me kunnen staan! 
 
Steven Teerenstra, dank voor het meedenken en vormgeven van de opzet van de 
effectstudie. Het was leerzaam om met je samen te werken en samen te schrijven 
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aan het artikel over het combineren van uitkomstmaten. Dat artikel werd erg snel 
gepubliceerd; wat een fijne ervaring.  
 
Graag wil ik de manuscriptcommissie, Prof. dr. M.E.T.C. van den Muijsenbergh, 
Prof. dr. J.B. Prins en Prof. dr. M.E. de Vugt bedanken voor het lezen en 
beoordelen van mijn proefschrift.  
 
Veel dank aan alle professionals uit Nijmegen en Deventer die zich hebben 
ingezet om de interventie mede vorm te geven en uit te voeren. Te beginnen bij 
Gera Lambrechts (Ergo Centraal) en Annemarie Hoogland (Ergotherapie 
Hoogland) die vanaf het 1e moment enthousiast waren over het idee 
domeinoverstijgend samen te werken rondom sociale participatie. Dank ook aan: 
Lidwien Bonarius en Sanne Vaarhorst (Ergotherapie Hoogland), Renee van 
Tilburg en Jacqueline Withagen (Ergo Centraal), Lidwien Arts (Ergotherapie 
Nijmegen), Judith van den Berg (Fysiotherapie Malden-Molenhoek), Kim Coppus, 
Sanne Groters en Eric-Jan Ruijs (Fysiotherapie Dukenburg), Marianne Haarhuis 
en Will Theunissen (Fysiotherapie Theunissen), Inge van den Esschert-Weulink 
(Fysiotherapie Borgele), Karin Brouwer-van Kampen (Groepspraktijk fysiotherapie 
Deventer) en Saskia Degen (Fysioplus Nijmegen). Marieke Rolf, Henny de Bruin, 
Marijke Monnink en Beppy van Laer van Raster ouderenwerk. Fem Groen en 
Gemma van Driel, ouderenadviseurs van SWON.  
 
Dank, Maarten Nijhuis, voor het ontwerpen en bouwen van een speciale bakfiets 
waarmee we met ons onderzoek letterlijk de wijk in konden. Veel dank ook aan 
alle professionals betrokken in de werving voor het onderzoek, soms met bakfiets. 
Met name Addie de Jonge en haar collega’s van Gezondheidscentrum Borgele, de 
medewerkers van Medisch Centrum Sint-Anna, de casemanagers dementie in de 
regio Deventer en Nijmegen.  
 
Dank aan leden van de Klankbordgroep voor het meedenken in de verschillende 
fasen van deze studie: Theo van der Bom (Ergotherapie Nederland), Gerard 
Molleman (Radboud umc en GGD Gelderland-Zuid), Marianne Dees (Radboud 
umc en huisartsenpraktijk Dees en Pennings), Minke Nieuwboer (Radboud umc), 
Coby Klomp (Arcon), Merel van Uden (De Vraag Centraal), Hilbrand Jacobs 
(Rastergroep), Carina Poels (SWON), Leonie Braks (gemeente Nijmegen), Fred 
Wolters (ZZG Zorggroep) en Hans Hobbelen (Hanzehogeschool). 
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Natuurlijk wil ik alle cliënten en mantelzorgers die hebben deelgenomen aan dit 
onderzoek ook hartelijk bedanken.  
 
Mijn collega’s van zorggroep DOH bedank ik voor hun steun en interesse in de 
voortgang. Ook wil ik graag mijn oud-collega’s van IQ healthcare bedanken. 
Annick en Alice, bedankt voor alle moeite die jullie gedaan hebben om afspraken 
te plannen met het promotieteam. Dat was een hele uitdaging met die drukke 
agenda’s. Jolanda, dank voor het verzorgen van de lay-out van mijn proefschrift. 
Juliette, dank voor het waarnemen van mijn taken tijdens mijn 
zwangerschapsverlof. Dank aan mijn kamergenootjes voor een fijne tijd: Dinja, 
Marijke, Tessa, Myrna, Lydia en Wytske. Marijke en Bianca, de carpoolritjes 
tussen Eindhoven en Nijmegen waren altijd erg gezellig. Marijke, wat fijn dat je 
vandaag naast me staat als paranimf. Rijden we samen naar huis?  
 
Tot slot, heel veel dank aan mijn familie en vrienden voor al jullie gezelligheid en 
betrokkenheid. Dank aan mijn vriendinnen Lieke, Kelly, Ilona, Moniek, Jojanneke, 
Femke, Marieke, Marijke, Stefanie, Liwan, Petra en Ankie voor de leuke ‘dates’, 
met en zonder kindjes. Dank je wel lieve mam, voor je steun en aanmoedigingen 
mezelf te blijven ontwikkelen. En natuurlijk voor de correcties van mijn Engelse 
stukken. Dank je pap, voor je interesse in de voortgang (‘Hoe gaat het met je 
afstuderen?’) en je poging inzicht te krijgen in wat promoveren nu precies inhoudt 
en wat het eigenlijk oplevert, naast veel werk. Grote broer Sander, zussen Floor 
en Carmen: Dank voor jullie steun. Ik ben trots op jullie; doorzettingsvermogen 
hebben we allemaal. Veel dank aan oma Annelies voor de dagen dat je met onze 
kindjes kwam spelen, zodat ik boven kon gaan werken. Super dat er na het werk 
altijd een heerlijke maaltijd klaar stond. En dank aan opa Paul & oma Lenie voor 
de logeerpartijtjes van onze kindjes, zodat we een beetje konden bijkomen van de 
drukte. Oom Jan, tante Wilmie, Marieke en Paul, Lise en Stephan, Maartje, Tineke 
en Sander: bedankt voor jullie interesse. 
 
Lieve Johan, dank voor je steun, geduld en liefde! Nu de promotie afgerond is, is 
het tijd om een beetje bij te komen van deze drukke tijd. We hebben nu nog meer 
ruimte om samen te genieten van onze kindjes Niek en Iris.  
 
Ik draag dit proefschrift op aan mijn lieve oma Lanen-Koetsenruijter (1918-2015). 
Heel bijzonder, heel gewoon, gewoon een heel bijzonder mens. 
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